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PUBLIC HEALTH SERVICE ACT

[As Amended Through P.L. 117-104, Enacted March 18, 2022]

[Currency: This publication is a compilation of the text of title IV of Chapter 373
of the 78th Congress. It was last amended by the public law listed in the As
Amended Through note above and below at the bottom of each page of the pdf
version and reflects current law through the date of the enactment of the public
law listed at https://www.govinfo.gov/app/collection/comps/]

[Note: While this publication does not represent an official version of any Federal
statute, substantial efforts have been made to ensure the accuracy of its contents.
The official version of Federal law is found in the United States Statutes at Large
and in the United States Code. The legal effect to be given to the Statutes at
Large and the United States Code is established by statute (1 U.S.C. 112, 204).1

[References in brackets [1 are to title 42, United States Codel
TITLE IV—NATIONAL RESEARCH INSTITUTES

PART A—NATIONAL INSTITUTES OF HEALTH

SEC. 401. [281] ORGANIZATION OF NATIONAL INSTITUTES OF HEALTH.

(a) RELATION TO PUBLIC HEALTH SERVICE.—The National Insti-
tutes of Health is an agency of the Service. !

(b) NATIONAL RESEARCH INSTITUTES AND NATIONAL CENTERS.—
The following agencies of the National Institutes of Health are na-
tional research institutes or national centers:

(1) The National Cancer Institute.
(2) The National Heart, Lung, and Blood Institute.
(3) The National Institute of Diabetes and Digestive and

Kidney Diseases.

(4) The National Institute of Arthritis and Musculoskeletal
and Skin Diseases.

(5) The National Institute on Aging.

(6) The National Institute of Allergy and Infectious Dis-
eases.

(7) The Eunice Kennedy Shriver National Institute of

Child Health and Human Development.

(8) The National Institute of Dental and Craniofacial Re-

search. 2

(9) The National Eye Institute.
(10) The National Institute of Neurological Disorders and

Stroke.

1See footnote for section 202.

2Section 212 of the Departments of Labor, Health and Human Services, and Education, and
Related Agencies Appropriations Act, 1999 (as contained in section 101(f) of division A of Public
Law 105-277; 112 Stat. 2681-359) amended subparagraph (H) to read as provided above, there-
by indicating the intent of the Congress to change the designation of the Institute. (The former
designation was the National Institute of Dental Research.) Conforming changes were not, how-
ever, made to section 453 or the related subpart heading, or to the reference in section 409A(a).
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(11) The National Institute on Deafness and Other Com-
munication Disorders.

(12) The National Institute on Alcohol Abuse and Alco-
holism.

(13) The National Institute on Drug Abuse.

(14) The National Institute of Mental Health.

(15) The National Institute of General Medical Sciences.

(16) The National Institute of Environmental Health
Sciences.

(17) The National Institute of Nursing Research.

(18) The National Institute of Biomedical Imaging and Bio-
engineering.

(19) The National Human Genome Research Institute.

(20) The National Library of Medicine.

(21) The National Center for Advancing Translational
Sciences.

(22) The John E. Fogarty International Center for Ad-
vanced Study in the Health Sciences.

(23) The National Center for Complementary and Integra-
tive Health.

(24) The National Institute on Minority Health and Health
Disparities.

(25) Any other national center that, as an agency separate
from any national research institute, was established within
the National Institutes of Health as of the day before the date
of the enactment of the National Institutes of Health Reform
Act of 2006.

(c) D1visION OF PROGRAM COORDINATION, PLANNING, AND STRA-
TEGIC INITIATIVES.—

(1) IN GENERAL.—Within the Office of the Director of the
National Institutes of Health, there shall be a Division of Pro-
gram Coordination, Planning, and Strategic Initiatives (re-
ferred to in this subsection as the “Division”).

(2) OFFICES WITHIN DIVISION.—

(A) OrrFICES.—The following offices are within the Di-
vision: The Office of AIDS Research, the Office of Research
on Women’s Health, the Office of Behavioral and Social
Sciences Research, the Office of Disease Prevention, the
Office of Dietary Supplements, and any other office located
within the Office of the Director of NIH as of the day be-
fore the date of the enactment of the National Institutes
of Health Reform Act of 2006. In addition to such offices,
the Director of NIH may establish within the Division such
additional offices or other administrative units as the Di-
rector determines to be appropriate.

(B) AuTHORITIES.—Each office in the Division—

(i) shall continue to carry out the authorities that
were in effect for the office before the date of enact-
ment referred to in subparagraph (A); and

(i1) shall, as determined appropriate by the Direc-
tor of NIH, support the Division with respect to the
authorities described in section 402(b)(7).

(d) ORGANIZATION.—
June 23, 2022 As Amended Through P.L. 117-104, Enacted March 18, 2022
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(1) NUMBER OF INSTITUTES AND CENTERS.—In the National
Institutes of Health, the number of national research institutes
and national centers may not exceed a total of 27, including
any such institutes or centers established under authority of
paragraph (2) or under authority of this title as in effect on the
day before the date of the enactment of the National Institutes
of Health Reform Act of 2006.

(2) REORGANIZATION OF INSTITUTES.—

(A) IN GENERAL.—The Secretary may establish in the
National Institutes of Health one or more additional na-
tional research institutes to conduct and support research,
training, health information, and other programs with re-
spect to any particular disease or groups of diseases or any
other aspect of human health if—

(i) the Secretary determines that an additional in-
stitute is necessary to carry out such activities; and

(i1) the additional institute is not established be-
fore the expiration of 180 days after the Secretary has
provided the Committee on Energy and Commerce of
the House of Representatives and the Committee on

Health, Education, Labor, and Pensions of the Senate

written notice of the determination made under clause

(i) with respect to the institute.

(B) ADDITIONAL AUTHORITY.—The Secretary may reor-
ganize the functions of any national research institute and
may abolish any national research institute if the Sec-
retary determines that the institute is no longer required.
A reorganization or abolition may not take effect under
this paragraph before the expiration of 180 days after the
Secretary has provided the Committee on Energy and
Commerce of the House of Representatives and the Com-
mittee on Health, Education, Labor, and Pensions of the
Senate written notice of the reorganization or abolition.

(3) REORGANIZATION OF OFFICE OF DIRECTOR.—Notwith-
standing subsection (c), the Director of NIH may, after a series
of public hearings, and with the approval of the Secretary, re-
organize the offices within the Office of the Director, including
the addition, removal, or transfer of functions of such offices,
and the establishment or termination of such offices, if the Di-
rector determines that the overall management and operation
of programs and activities conducted or supported by such of-
fices would be more efficiently carried out under such a reorga-
nization.

(4) INTERNAL REORGANIZATION OF INSTITUTES AND CEN-
TERS.—Notwithstanding any conflicting provisions of this title,
the director of a national research institute or a national cen-
ter may, after a series of public hearings and with the approval
of the Director of NIH, reorganize the divisions, centers, or
other administrative units within such institute or center, in-
cluding the addition, removal, or transfer of functions of such
units, and the establishment or termination of such units, if
the director of such institute or center determines that the
overall management and operation of programs and activities
conducted or supported by such divisions, centers, or other

June 23, 2022 As Amended Through P.L. 117-104, Enacted March 18, 2022
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units would be more efficiently carried out under such a reor-

ganization.

(e) SCIENTIFIC MANAGEMENT REVIEW BOARD FOR PERIODIC OR-
GANIZATIONAL REVIEWS.—

(1) IN GENERAL.—Not later than 60 days after the date of
the enactment of the National Institutes of Health Reform Act
of 2006, the Secretary shall establish an advisory council with-
in the National Institutes of Health to be known as the Sci-
entific Management Review Board (referred to in this sub-
section as the “Board”).

(2) DUTIES.—

(A) REPORTS ON ORGANIZATIONAL ISSUES.—The Board
shall provide advice to the appropriate officials under sub-
section (d) regarding the use of the authorities established
in paragraphs (2), (3), and (4) of such subsection to reorga-
nize the National Institutes of Health (referred to in this
subsection as “organizational authorities”). Not less fre-
quently than once each 7 years, the Board shall—

(1) determine whether and to what extent the or-
ganizational authorities should be used; and

(ii) issue a report providing the recommendations
of the Board regarding the use of the authorities and
the reasons underlying the recommendations.

(B) CERTAIN RESPONSIBILITIES REGARDING REPORTS.—
The activities of the Board with respect to a report under
subparagraph (A) shall include the following:

(i) Reviewing the research portfolio of the Na-
tional Institutes of Health (referred to in this sub-
section as “NIH”) in order to determine the progress
and effectiveness and value of the portfolio and the al-
location among the portfolio activities of the resources
of NIH.

(ii) Determining pending scientific opportunities,
and public health needs, with respect to research with-
in the jurisdiction of NIH.

(iii) For any proposal for organizational changes to
which the Board gives significant consideration as a
possible recommendation in such report—

(I) analyzing the budgetary and operational
consequences of the proposed changes;

(IT) taking into account historical funding and
support for research activities at national research
institutes and centers that have been established
recently relative to national research institutes
and centers that have been in existence for more
than two decades;

(ITT) estimating the level of resources needed
to implement the proposed changes;

(IV) assuming the proposed changes will be
made and making a recommendation for the allo-
cation of the resources of NIH among the national
research institutes and national centers; and

As Amended Through P.L. 117-104, Enacted March 18, 2022
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(V) analyzing the consequences for the
progress of research in the areas affected by the
proposed changes.

(C) CONSULTATION.—In carrying out subparagraph
(A), the Board shall consult with—

(i) the heads of national research institutes and
national centers whose directors are not members of
the Board,;

(i1) other scientific leaders who are officers or em-
ployees of NIH and are not members of the Board,;

(iii) advisory councils of the national research in-
stitutes and national centers;

(iv) organizations representing the scientific com-
munity; and

(v) organizations representing patients.

(3) COMPOSITION OF BOARD.—The Board shall consist of
the Director of NIH, who shall be a permanent nonvoting
member on an ex officio basis, and an odd number of additional
members, not to exceed 21, all of whom shall be voting mem-
bers. The voting members of the Board shall be the following:

(A) Not fewer than 9 officials who are directors of na-
tional research institutes or national centers. The Sec-
retary shall designate such officials for membership and
shall ensure that the group of officials so designated in-
cludes directors of—

(i) national research institutes whose budgets are
substantial relative to a majority of the other insti-
tutes;

(i1) national research institutes whose budgets are
small relative to a majority of the other institutes;

(iii) national research institutes that have been in
existence for a substantial period of time without sig-
nificant organizational change under subsection (d);

(iv) as applicable, national research institutes that
have undergone significant organization changes
under such subsection, or that have been established
under such subsection, other than national research
institutes for which such changes have been in place
for a substantial period of time; and

(v) national centers.

(B) Members appointed by the Secretary from among
individuals who are not officers or employees of the United
States. Such members shall include—

(1) individuals representing the interests of public
or private institutions of higher education that have
historically received funds from NIH to conduct re-
search; and

(i1) individuals representing the interests of pri-
vate entities that have received funds from NIH to
conduct research or that have broad expertise regard-
ing how the National Institutes of Health functions,
exclusive of private entities to which clause (i) applies.

(4) CHAIR.—The Chair of the Board shall be selected by
the Secretary from among the members of the Board appointed

As Amended Through P.L. 117-104, Enacted March 18, 2022
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under paragraph (3)(B). The term of office of the Chair shall
be 2 years.

(5) MEETINGS.—

(A) IN GENERAL.—The Board shall meet at the call of
the Chair or upon the request of the Director of NIH, but
not fewer than 5 times with respect to issuing any par-
ticular report under paragraph (2)(A). The location of the
meetings of the Board is subject to the approval of the Di-
rector of NIH.

(B) PARTICULAR FORUMS.—Of the meetings held under
subparagraph (A) with respect to a report under para-
graph (2)(A)—

(1) one or more shall be directed toward the sci-
entific community to address scientific needs and op-
portunities related to proposals for organizational
changes under subsection (d), or as the case may be,
relgted to a proposal that no such changes be made;
an

(ii) one or more shall be directed toward consumer
organizations to address the needs and opportunities
of patients and their families with respect to proposals
referred to in clause (i).

(C) AVAILABILITY OF INFORMATION FROM FORUMS.—For
each meeting under subparagraph (B), the Director of NIH
shall post on the Internet site of the National Institutes of
Health a summary of the proceedings.

(6) COMPENSATION; TERM OF OFFICE.—The provisions of
subsections (b)(4) and (c) of section 406 apply with respect to
the Board to the same extent and in the same manner as such
provisions apply with respect to an advisory council referred to
in such subsections, except that the reference in such sub-
section (c) to 4 years regarding the term of an appointed mem-
ber is deemed to be a reference to 5 years.

(7) REPORTS.—

(A) RECOMMENDATIONS FOR CHANGES.—Each report
under paragraph (2)(A) shall be submitted to—

(i) the Committee on Energy and Commerce and
the Committee on Appropriations of the House of Rep-
resentatives;

(i1) the Committee on Health, Education, Labor,
and Pensions and the Committee on Appropriations of
the Senate;

(iii) the Secretary; and

(iv) officials with organizational authorities, other
than any such official who served as a member of the
Board with respect to the report involved.

(B) AVAILABILITY TO PUBLIC.—The Director of NIH
shall post each report under paragraph (2) on the Internet
site of the National Institutes of Health.

(C) REPORT ON BOARD ACTIVITIES.—Not later than 18
months after the date of the enactment of the National In-
stitutes of Health Reform Act of 2006, the Board shall sub-
mit to the committees specified in subparagraph (A) a re-
port describing the activities of the Board.

As Amended Through P.L. 117-104, Enacted March 18, 2022
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(f) ORGANIZATIONAL CHANGES PER RECOMMENDATION OF SCI-
ENTIFIC MANAGEMENT REVIEW BOARD.—

(1) IN GENERAL.—With respect to an official who has orga-
nizational authorities within the meaning of subsection
(e)(2)(A), if a recommendation to the official for an organiza-
tional change is made in a report under such subsection, the
official shall, except as provided in paragraphs (2), (3), and (4)
of this subsection, make the change in accordance with the fol-
lowing:

(A) Not later than 100 days after the report is sub-
mitted under subsection (e)(7)(A), the official shall initiate
the applicable public process required in subsection (d) to-
ward making the change.

(B) The change shall be fully implemented not later
than the expiration of the 3-year period beginning on the
date on which such process is initiated.

(2) INAPPLICABILITY TO CERTAIN REORGANIZATIONS.—Para-
graph (1) does not apply to a recommendation made in a report
under subsection (e)(2)(A) if the recommendation is for—

(A) an organizational change under subsection (d)(2)
that constitutes the establishment, termination, or consoli-
dation of one or more national research institutes or na-
tional centers; or

(B) an organizational change under subsection (d)(3).
(3) OBJECTION BY DIRECTOR OF NIH.—

(A) IN GENERAL.—Paragraph (1) does not apply to a
recommendation for an organizational change made in a
report under subsection (e)(2)(A) if, not later than 90 days
after the report is submitted under subsection (e)(7)(A),
the Director of NIH submits to the committees specified in
such subsection a report providing that the Director ob-
jects to the change, which report includes the reasons un-
derlying the objection.

(B) SCOPE OF OBJECTION.—For purposes of subpara-
graph (A), an objection by the Director of NIH may be
made to the entirety of a recommended organizational
change or to 1 or more aspects of the change. Any aspect
of a change not objected to by the Director in a report
under subparagraph (A) shall be implemented in accord-
ance with paragraph (1).

(4) CONGRESSIONAL REVIEW.—An organizational change
under subsection (d)(2) that is initiated pursuant to paragraph
(1) shall be carried out by regulation in accordance with the
procedures for substantive rules under section 553 of title 5,
United States Code. A rule under the preceding sentence shall
be considered a major rule for purposes of chapter 8 of such
title (relating to congressional review of agency rulemaking).
(g) DEFINITIONS.—For purposes of this title:

(1) The term “Director of NIH” means the Director of the
National Institutes of Health.

(2) The terms “national research institute” and “national
center” mean an agency of the National Institutes of Health
that is—

June 23, 2022 As Amended Through P.L. 117-104, Enacted March 18, 2022
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(A) listed in subsection (b) and not terminated under
subsection (d)(2)(A); or
(B) established by the Director of NIH under such sub-
section.
(h) REFERENCES TO NIH.—For purposes of this title, a ref-
erence to the National Institutes of Health includes its agencies.

APPOINTMENT AND AUTHORITY OF DIRECTOR OF NIH

SEC. 402. [282] (a) The National Institutes of Health shall be
headed by the Director of NIH who shall be appointed by the Presi-
dent by and with the advice and consent of the Senate. The Direc-
tor of NIH shall perform functions as provided under subsection (b)
and as the Secretary may otherwise prescribe.

(b) In carrying out the purposes of section 301, the Secretary,
acting through the Director of NIH—

(1) shall carry out this title, including being responsible for
the overall direction of the National Institutes of Health and
for the establishment and implementation of general policies
respecting the management and operation of programs and ac-
tivities within the National Institutes of Health;

(2) shall coordinate and oversee the operation of the na-
tional research institutes, national centers, and administrative
entities within the National Institutes of Health;

(3) shall, in consultation with the heads of the national re-
search institutes and national centers, be responsible for pro-
gram coordination across the national research institutes and
national centers, including conducting priority-setting reviews,
to ensure that the research portfolio of the National Institutes
of Health is balanced and free of unnecessary duplication, and
takes advantage of collaborative, cross-cutting research;

(4) shall assemble accurate data to be used to assess re-
search priorities, including—

(A) information to better evaluate scientific oppor-
tunity, public health burdens, and progress in reducing
health disparities; and

(B) data on study populations of clinical research,
funded by or conducted at each national research institute
and national center, which—

(i) specifies the inclusion of—
(I) women;
(IT) members of minority groups;
(IIT) relevant age categories, including pedi-
atric subgroups; and
(IV) other demographic variables as the Direc-
tor of the National Institutes of Health determines
appropriate;
(i1) is disaggregated by research area, condition,
and disease categories; and
(iii) is to be made publicly available on the Inter-
net website of the National Institutes of Health;

(5) shall ensure that scientifically based strategic planning
is implemented in support of research priorities as determined
by the agencies of the National Institutes of Health, and

As Amended Through P.L. 117-104, Enacted March 18, 2022
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through the development, implementation, and updating of the
strategic plan developed under subsection (m);

(6) shall ensure that the resources of the National Insti-
tutes of Health are sufficiently allocated for research projects
identified in strategic plans;

(7)(A) shall, through the Division of Program Coordination,
Planning, and Strategic Initiatives—

(i) identify research that represents important areas of
emerging scientific opportunities, rising public health chal-
lenges, or knowledge gaps that deserve special emphasis
and would benefit from conducting or supporting addi-
tional research that involves collaboration between 2 or
more national research institutes or national centers, or
would otherwise benefit from strategic coordination and
planning;

(i) include information on such research in reports
under section 403; and

(iii) in the case of such research supported with funds
referred to in subparagraph (B)—

(I) require as appropriate that proposals include
milestones and goals for the research;

(II) require that the proposals include timeframes
for funding of the research; and

(IIT) ensure appropriate consideration of proposals
for which the principal investigator is an individual
who has not previously served as the principal investi-
gator of research conducted or supported by the Na-
tional Institutes of Health;

(B)(i) may, with respect to funds reserved under section
402A(c)(1) for the Common Fund, allocate such funds to the
national research institutes and national centers for con-
ducting and supporting research that is identified under sub-
paragraph (A); and

(ii) shall, with respect to funds appropriated to the Com-
mon Fund pursuant to section 402A(a)(2), allocate such funds
to the national research institutes and national centers for
making grants for pediatric research that is identified under
subparagraph (A); and

(C) may assign additional functions to the Division in sup-
port of responsibilities identified in subparagraph (A), as deter-
mined appropriate by the Director;

(8) shall, in coordination with the heads of the national re-
search institutes and national centers, ensure that such insti-
tutes and centers—

(A) preserve an emphasis on investigator-initiated re-
search project grants, including with respect to research
involving collaboration between 2 or more such institutes
or centers;

(B) when appropriate, maximize investigator-initiated
research project grants in their annual research portfolios;

(C) foster collaboration between clinical research
projects funded by the respective national research insti-
tutes and national centers that—

(1) conduct research involving human subjects; and
June 23, 2022 As Amended Through P.L. 117-104, Enacted March 18, 2022
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(i1) collect similar data; and

(D) encourage the collaboration described in subpara-
graph (C) to—

(i) allow for an increase in the number of subjects
studied; and

(i1) utilize diverse study populations, with special
consideration to biological, social, and other deter-
minants of health that contribute to health disparities;

(9) shall ensure that research conducted or supported by
the National Institutes of Health is subject to review in accord-
ance with section 492 and that, after such review, the research
is reviewed in accordance with section 492A(a)(2) by the appro-
priate advisory council under section 406 before the research
proposals are approved for funding;

(10) shall have authority to review and approve the estab-
lishment of all centers of excellence recommended by the na-
tional research institutes;

(11)(A) shall oversee research training for all of the na-
tional research institutes and National Research Service
Awards in accordance with section 487; and

(B) may conduct and support research training—

(i) for which fellowship support is not provided under
section 487; and

(i) that does not consist of residency training of physi-
cians or other health professionals;

(12) may, from funds appropriated under section 402A(b),
reserve funds to provide for research on matters that have not
received significant funding relative to other matters, to re-
spond to new issues and scientific emergencies, and to act on
research opportunities of high priority;

(13) may, subject to appropriations Acts, collect and retain
registration fees obtained from third parties to defray expenses
for scientific, educational, and research-related conferences;

(14) for the national research institutes and administrative
entities within the National Institutes of Health—

(A) may acquire, construct, improve, repair, operate,
and maintain, at the site of such institutes and entities,
laboratories, and other research facilities, other facilities,
equipment, and other real or personal property, and

(B) may acquire, without regard to the Act of March
3, 1877 (40 U.S.C. 34), by lease or otherwise through the
Administrator of General Services, buildings or parts of
buildings in the District of Columbia or communities lo-
cated adjacent to the District of Columbia for use for a pe-
riod not to exceed ten years;

(15) may secure resources for research conducted by or
through the National Institutes of Health;

(16) may, without regard to the provisions of title 5,
United States Code, governing appointments in the competitive
service, and without regard to the provisions of chapter 51 and
subchapter III of chapter 53 of such title relating to classifica-
tion and General Schedule pay rates, establish such technical
and scientific peer review groups and scientific program advi-
sory committees as are needed to carry out the requirements

June 23, 2022 As Amended Through P.L. 117-104, Enacted March 18, 2022
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of this title and appoint and pay the members of such groups,

except that officers and employees of the United States shall

not receive additional compensation for service as members of
such groups;

(17) may secure for the National Institutes of Health con-
sultation services and advice of persons from the United States
or abroad;

(18) may use, with their consent, the services, equipment,
personnel, information, and facilities of other Federal, State, or
local public agencies, with or without reimbursement therefor;

(19) may, for purposes of study, admit and treat at facili-
ties of the National Institutes of Health individuals not other-
wise eligible for such treatment;

(20) may accept voluntary and uncompensated services;

(21) may perform such other administrative functions as
the Secretary determines are needed to effectively carry out
this title;

(22) may appoint physicians, dentists, and other health
care professionals, subject to the provisions of title 5, United
States Code, relating to appointments and classifications in the
competitive service, and may compensate such professionals
scuk()f'ect to the provisions of chapter 74 of title 38, United States

ode;

(23) shall designate a contact point or office to help
innovators and physicians identify sources of funding available
for pediatric medical device development;

(24) implement the Cures Acceleration Network described
in section 480; and

(25) may require recipients of National Institutes of Health
awards to share scientific data, to the extent feasible, gen-
erated from such National Institutes of Health awards in a
manner that is consistent with all applicable Federal laws and
regulz}tions, including such laws and regulations for the protec-
tion of—

(A) human research participants, including with re-
spect to privacy, security, informed consent, and protected
health information; and

(B) proprietary interests, confidential commercial in-
formation, and the intellectual property rights of the fund-
ing recipient.

The Federal Advisory Committee Act shall not apply to the dura-
tion of a peer review group appointed under paragraph (16). The
members of such a group shall be individuals who by virtue of their
training or experience are eminently qualified to perform the re-
view functions of such group. Not more than one-fourth of the
members of any such group shall be officers or employees of the
United States.

(c) The Director of NIH may make available to individuals and
entities, for biomedical and behavioral research, substances and
living organisms. Such substances and organisms shall be made
available under such terms and conditions (including payment for
them) as the Secretary determines appropriate.

(d)(1) The Director of NIH may obtain (in accordance with sec-
tion 3109 of title 5, United States Code, but without regard to the

June 23, 2022 As Amended Through P.L. 117-104, Enacted March 18, 2022
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limitation in such section on the period of service) the services of
not more than 220 experts or consultants, with scientific or other
professional qualifications, for the National Institutes of Health.

(2)(A) Except as provided in subparagraph (B), experts and
consultants whose services are obtained under paragraph (1) shall
be paid or reimbursed, in accordance with title 5, United States
Code, for their travel to and from their place of service and for
other expenses associated with their assignment.

(B) Expenses specified in subparagraph (A) shall not be al-
lowed in connection with the assignment of an expert or consultant
whose services are obtained under paragraph (1) unless the expert
or consultant has agreed in writing to complete the entire period
of the assignment or one year of the assignment, whichever is
shorter, unless separated or reassigned for reasons which are be-
yond the control of the expert or consultant and which are accept-
able to the Secretary. If the expert or consultant violates the agree-
ment, the money spent by the United States for such expenses is
recoverable from the expert or consultant as a debt due the United
States. The Secretary may waive in whole or in part a right of re-
covery under this subparagraph.

(e) The Director of NIH shall—

(1) advise the agencies of the National Institutes of Health
on medical applications of research;

(2) coordinate, review, and facilitate the systematic identi-
fication and evaluation of, clinically relevant information from
research conducted by or through the national research insti-
tutes;

(3) promote the effective transfer of the information de-
scribed in paragraph (2) to the health care community and to
entities that require such information;

(4) monitor the effectiveness of the activities described in
paragraph (3); and

(5) ensure that, after January 1, 1994, all new or revised
health education and promotion materials developed or funded
by the National Institutes of Health and intended for the gen-
eral public are in a form that does not exceed a level of func-
tional literacy, as defined in the National Literacy Act of 1991
(Public Law 102-73) 3.

(f) There shall be in the National Institutes of Health an Asso-
ciate Director for Prevention. The Director of NIH shall delegate to
the Associate Director for Prevention the functions of the Director
relating to the promotion of the disease prevention research pro-
grams of the national research institutes and the coordination of
such programs among the national research institutes and between
the national research institutes and other public and private enti-
ties, including elementary, secondary, and post-secondary schools.
The Associate Director shall—

(1) annually review the efficacy of existing policies and
techniques used by the national research institutes to dissemi-
nate the results of disease prevention and behavioral research
programs; and

3So0 in law. That Act was repealed by section 251(a)(2) of Public Law 105-220 (112 Stat.
1079).
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(2) recommend, coordinate, and oversee the modification or
reconstruction of such policies and techniques to ensure max-
imum dissemination, using advanced technologies to the max-
imum extent practicable, of research results to such entities.
[(g) Transferred to section 461, redesignated as subsection (b)

of such section, and amended (as so redesignated) by section
221(b)(5) of division F of Public Law 112-74.]

(h) The Secretary, acting through the Director of NIH and the
Directors of the agencies of the National Institutes of Health, shall,
in conducting and supporting programs for research, research
training, recruitment, and other activities, provide for an increase
in the number of women and individuals from disadvantaged back-
grounds (including racial and ethnic minorities) in the fields of bio-
medical and behavioral research.

(A)(1)(A) The Secretary, acting through the Director of NIH,
shall establish, maintain, and operate a data bank of information
on clinical trials for drugs for serious or life-threatening diseases
and conditions (in this subsection referred to as the “data bank”).
The activities of the data bank shall be integrated and coordinated
with related activities of other agencies of the Department of
Health and Human Services, and to the extent practicable, coordi-
nated with other data banks containing similar information.

(B) The Secretary shall establish the data bank after consulta-
tion with the Commissioner of Food and Drugs, the directors of the
appropriate agencies of the National Institutes of Health (including
the National Library of Medicine), and the Director of the Centers
for Disease Control and Prevention.

(2) In carrying out paragraph (1), the Secretary shall collect,
catalog, store, and disseminate the information described in such
paragraph. The Secretary shall disseminate such information
through information systems, which shall include toll-free tele-
phone communications, available to individuals with serious or life-
threatening diseases and conditions, to other members of the pub-
lic, to health care providers, and to researchers.

(3) The data bank shall include the following:

(A) A registry of clinical trials (whether federally or pri-
vately funded) of experimental treatments for serious or life-
threatening diseases and conditions under regulations promul-
gated pursuant to section 505(i) of the Federal Food, Drug, and
Cosmetic Act, which provides a description of the purpose of
each experimental drug, either with the consent of the protocol
sponsor, or when a trial to test effectiveness begins. Informa-
tion provided shall consist of eligibility criteria for participa-
tion in the clinical trials, a description of the location of trial
sites, and a point of contact for those wanting to enroll in the
trial, and shall be in a form that can be readily understood by
members of the public.4 Such information shall be forwarded

4Section 15(c)(2) of Public Law 107-109 (115 Stat. 1420) attempted to make amendments to
the first sentence of subparagraph (A), but the amendments cannot be executed because the
terms to be amended appear in the second sentence, not the first. The following shows the sec-
ond sentence as it would appear if the amendments were executed to the second sentence: “In-
formation provided shall consist of eligibility criteria for participation in the clinical trials, a de-
scription of the location of trial sites, a point of contact for those wanting to enroll in the trial,
and a description of whether, and through what procedure, the manufacturer or sponsor of the

Continued
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to the data bank by the sponsor of the trial not later than 21

days after the approval of the protocol.

(B) Information pertaining to experimental treatments for
serious or life-threatening diseases and conditions that may be
available—

(i) under a treatment investigational new drug appli-
cation that has been submitted to the Secretary under sec-
tion 561(c) of the Federal Food, Drug, and Cosmetic Act;
or

(i1) as a Group C cancer drug (as defined by the Na-
tional Cancer Institute).

The data bank may also include information pertaining to the

results of clinical trials of such treatments, with the consent of

the sponsor, including information concerning potential
toxicities or adverse effects associated with the use or adminis-
tration of such experimental treatments.

(4) The data bank shall not include information relating to an
investigation if the sponsor has provided a detailed certification to
the Secretary that disclosure of such information would substan-
tially interfere with the timely enrollment of subjects in the inves-
tigation, unless the Secretary, after the receipt of the certification,
provides the sponsor with a detailed written determination that
such disclosure would not substantially interfere with such enroll-
ment.

(5) Fees collected under section 736 of the Federal Food, Drug,
and Cosmetic Act shall not be used in carrying out this subsection.

(j) EXxPANDED CLINICAL TRIAL REGISTRY DATA BANK.—

(1) DEFINITIONS; REQUIREMENT.—

(A) DEFINITIONS.—In this subsection:

(i) APPLICABLE CLINICAL TRIAL.—The term “appli-
cable clinical trial” means an applicable device clinical
trial or an applicable drug clinical trial.

(il) APPLICABLE DEVICE CLINICAL TRIAL.—The term
“applicable device clinical trial” means—

(I) a prospective clinical study of health out-
comes comparing an intervention with a device
subject to section 510(k), 515, or 520(m) of the
Federal Food, Drug, and Cosmetic Act against a
control in human subjects (other than a small
clinical trial to determine the feasibility of a de-
vice, or a clinical trial to test prototype devices
where the primary outcome measure relates to
feasibility and not to health outcomes); and

(II) a pediatric postmarket surveillance as re-
quired under section 522 of the Federal Food,
Drug, and Cosmetic Act.

(iii) APPLICABLE DRUG CLINICAL TRIAL.—

(I) IN GENERAL.—The term “applicable drug
clinical trial” means a controlled clinical investiga-
tion, other than a phase I clinical investigation, of
a drug subject to section 505 of the Federal Food,

investigation of a new drug will respond to requests for protocol exception, with appropriate
safeguards, for single-patient and expanded protocol use of the new drug, particularly in chil-
dren, and shall be in a form that can be readily understood by members of the public.”.
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Erug, and Cosmetic Act or to section 351 of this
ct.

(IT) CLINICAL INVESTIGATION.—For purposes of
subclause (I), the term “clinical investigation” has
the meaning given that term in section 312.3 of
title 21, Code of Federal Regulations (or any suc-
cessor regulation).

(IIT) PHASE 1.—For purposes of subclause (I),
the term “phase I” has the meaning given that
term in section 312.21 of title 21, Code of Federal
Regulations (or any successor regulation).

(iv) CLINICAL TRIAL INFORMATION.—The term
“clinical trial information” means, with respect to an
applicable clinical trial, those data elements that the
responsible party is required to submit under para-
graph (2) or under paragraph (3).

(v) COMPLETION DATE.—The term “completion
date” means, with respect to an applicable clinical
trial, the date that the final subject was examined or
received an intervention for the purposes of final col-
lection of data for the primary outcome, whether the
clinical trial concluded according to the prespecified
protocol or was terminated.

(vi) DEVICE.—The term “device” means a device as
defined in section 201(h) of the Federal Food, Drug,
and Cosmetic Act.

(vii) DRUG.—The term “drug” means a drug as de-
fined in section 201(g) of the Federal Food, Drug, and
Cosmetic Act or a biological product as defined in sec-
tion 351 of this Act.

(viii) ONGOING.—The term “ongoing” means, with
respect to a clinical trial of a drug or a device and to
a date, that—

(I) 1 or more patients is enrolled in the clin-
ical trial; and

(IT) the date is before the completion date of
the clinical trial.

(ix) RESPONSIBLE PARTY.—The term “responsible
party”, with respect to a clinical trial of a drug or de-
vice, means—

(I) the sponsor of the clinical trial (as defined
in section 50.3 of title 21, Code of Federal Regula-
tions (or any successor regulation)); or

(IT) the principal investigator of such clinical
trial if so designated by a sponsor, grantee, con-
tractor, or awardee, so long as the principal inves-
tigator is responsible for conducting the trial, has
access to and control over the data from the clin-
ical trial, has the right to publish the results of
the trial, and has the ability to meet all of the re-
quirements under this subsection for the submis-
sion of clinical trial information.

(B) REQUIREMENT.—The Secretary shall develop a
mechanism by which the responsible party for each appli-
June 23, 2022 As Amended Through P.L. 117-104, Enacted March 18, 2022
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cable clinical trial shall submit the identity and contact in-
formation of such responsible party to the Secretary at the
time of submission of clinical trial information under para-
graph (2).

(2) EXPANSION OF CLINICAL TRIAL REGISTRY DATA BANK

WITH RESPECT TO CLINICAL TRIAL INFORMATION.—

(A) IN GENERAL.—

(i) EXPANSION OF DATA BANK.—To enhance patient
enrollment and provide a mechanism to track subse-
quent progress of clinical trials, the Secretary, acting
through the Director of NIH, shall expand, in accord-
ance with this subsection, the clinical trials registry of
the data bank described under subsection (i)(1) (re-
ferred to in this subsection as the “registry data
bank”). The Director of NIH shall ensure that the reg-
istry data bank is made publicly available through the
Internet.

(i) CONTENT.—The clinical trial information re-
quired to be submitted under this paragraph for an
applicable clinical trial shall include—

(I) descriptive information, including—
| (aa) a brief title, intended for the lay pub-
ic;

(bb) a brief summary, intended for the lay
public;

(ce) the primary purpose;

(dd) the study design;

(ee) for an applicable drug clinical trial,
the study phase;

(ff) study type;

(gg) the primary disease or condition
being studied, or the focus of the study;

(hh) the intervention name and interven-
tion type;

(i1) the study start date;

(jj) the expected completion date;

(kk) the target number of subjects; and

(1) outcomes, including primary and sec-
ondary outcome measures;
(IT) recruitment information, including—

(aa) eligibility criteria;

(bb) gender;

(cc) age limits;

(dd) whether the trial accepts healthy vol-
unteers;

(ee) overall recruitment status;

(ff) individual site status; and

(gg) in the case of an applicable drug clin-
ical trial, if the drug is not approved under
section 505 of the Federal Food, Drug, and
Cosmetic Act or licensed under section 351 of
this Act, specify whether or not there is ex-
panded access to the drug under section 561
of the Federal Food, Drug, and Cosmetic Act
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for those who do not qualify for enrollment in

the clinical trial and how to obtain informa-

tion about such access;

(ITI) location and contact information, includ-
ing—

(aa) the name of the sponsor;
1 (bb) the responsible party, by official title;
an
(cc) the facility name and facility contact
information (including the city, State, and zip
code for each clinical trial location, or a toll-
free number through which such location in-
formation may be accessed); and

(IV) administrative data (which the Secretary
may make publicly available as necessary), includ-
ing—

(aa) the wunique protocol identification
number;

(bb) other protocol identification numbers,
if any; and

(cc) the Food and Drug Administration

IND/IDE protocol number and the record

verification date.

(iii) MoODIFICATIONS.—The Secretary may by regu-
lation modify the requirements for clinical trial infor-
mation under this paragraph, if the Secretary provides
a rationale for why such a modification improves and
does not reduce such clinical trial information.

(B) FORMAT AND STRUCTURE.—

(i) SEARCHABLE CATEGORIES.—The Director of NTH
shall ensure that the public may, in addition to key-
word searching, search the entries in the registry data
bank by 1 or more of the following criteria:

(I) The disease or condition being studied in
the clinical trial, using Medical Subject Headers
(MeSH) descriptors.

(I) The name of the intervention, including
any drug or device being studied in the clinical
trial.

(IITI) The location of the clinical trial.

(IV) The age group studied in the clinical
trial, including pediatric subpopulations.

(V) The study phase of the clinical trial.

(VI) The sponsor of the clinical trial, which
may be the National Institutes of Health or an-
other Federal agency, a private industry source, or
a university or other organization.

1(VII) The recruitment status of the clinical
trial.

(VIII) The National Clinical Trial number or
other study identification for the clinical trial.

(il) ADDITIONAL SEARCHABLE CATEGORY.—Not later
than 18 months after the date of the enactment of the
Food and Drug Administration Amendments Act of
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2007, the Director of NIH shall ensure that the public
may search the entries of the registry data bank by
the safety issue, if any, being studied in the clinical
trial as a primary or secondary outcome.

(iii) OTHER ELEMENTS.—The Director of NIH shall
also ensure that the public may search the entries of
the registry data bank by such other elements as the
Director deems necessary on an ongoing basis.

(iv) FORMAT.—The Director of the NIH shall en-
sure that the registry data bank is easily used by the
public, and that entries are easily compared.

(C) DATA sUBMISSION.—The responsible party for an
applicable clinical trial, including an applicable drug clin-
ical trial for a serious or life-threatening disease or condi-
tion, that is initiated after, or is ongoing on the date that
is 90 days after, the date of the enactment of the Food and
Drug Administration Amendments Act of 2007, shall sub-
mit to the Director of NIH for inclusion in the registry
data bank the clinical trial information described in of sub-
paragraph (A)(ii) not later than the later of—

(1) 90 days after such date of enactment;

(i) 21 days after the first patient is enrolled in
such clinical trial; or

(ii1) in the case of a clinical trial that is not for a
serious or life-threatening disease or condition and
that is ongoing on such date of enactment, 1 year after
such date of enactment.

(D) POSTING OF DATA.—

(i) APPLICABLE DRUG CLINICAL TRIAL.—The Direc-
tor of NIH shall ensure that clinical trial information
for an applicable drug clinical trial submitted in ac-
cordance with this paragraph is posted in the registry
data bank not later than 30 days after such submis-
sion.

(ii) APPLICABLE DEVICE CLINICAL TRIAL.—The Di-
rector of NIH shall ensure that clinical trial informa-
tion for an applicable device clinical trial submitted in
accordance with this paragraph is posted publicly in
the registry data bank—

(I) not earlier than the date of clearance
under section 510(k) of the Federal Food, Drug,

and Cosmetic Act, or approval under section 515

or 520(m) of such Act, as applicable, for a device

that was not previously cleared or approved, and
not later than 30 days after such date, unless the
responsible party affirmatively requests that the

Director of the National Institutes of Health pub-

licly post such clinical trial information for an ap-

plicable device clinical trial prior to such date of

clearance or approval; or
(IT) for a device that was previously cleared or
approved, not later than 30 days after the clinical

trial information under paragraph (3)(C) is re-

quired to be posted by the Secretary.
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(iii) OPTION TO MAKE CERTAIN CLINICAL TRIAL IN-
FORMATION AVAILABLE EARLIER.—The Director of the
National Institutes of Health shall inform responsible
parties of the option to request that clinical trial infor-
mation for an applicable device clinical trial be pub-
licly posted prior to the date of clearance or approval,
in accordance with clause (ii)(I).

(iv) COMBINATION PRODUCTS.—An applicable clin-
ical trial for a product that is a combination of drug,
device, or biological product shall be considered—

(I) an applicable drug clinical trial, if the Sec-
retary determines under section 503(g) of the Fed-
eral Food, Drug, and Cosmetic Act that the pri-
mary mode of action of such product is that of a
drug or biological product; or

(II) an applicable device clinical trial, if the
Secretary determines under such section that the
primary mode of action of such product is that of
a device.

(3) EXPANSION OF REGISTRY DATA BANK TO INCLUDE RE-
SULTS OF CLINICAL TRIALS.—

(A) LINKING REGISTRY DATA BANK TO EXISTING RE-

SULTS.—

(1) IN GENERAL.—Beginning not later than 90 days
after the date of the enactment of the Food and Drug
Administration Amendments Act of 2007, for those
clinical trials that form the primary basis of an effi-
cacy claim or are conducted after the drug involved is
approved or after the device involved is cleared or ap-
proved, the Secretary shall ensure that the registry
data bank includes links to results information as de-
scribed in clause (ii) for such clinical trial—

(I) not earlier than 30 days after the date of
the approval of the drug involved or clearance or
approval of the device involved; or

(IT) not later than 30 days after the results in-
formation described in clause (ii) becomes publicly
available.

(i1) REQUIRED INFORMATION.—

(I) FDA INFORMATION.—The Secretary shall
ensure that the registry data bank includes links
to the following information:

(aa) If an advisory committee considered
at a meeting an applicable clinical trial, any
posted Food and Drug Administration sum-
mary document regarding such applicable
clinical trial.

(bb) If an applicable drug clinical trial
was conducted under section 505A or 505B of
the Federal Food, Drug, and Cosmetic Act, a
link to the posted Food and Drug Administra-
tion assessment of the results of such trial.

(ce) Food and Drug Administration public
health advisories regarding the drug or device
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that is the subject of the applicable clinical

trial, if any.

(dd) For an applicable drug clinical trial,
the Food and Drug Administration action
package for approval document required
under section 505(1)(2) of the Federal Food,
Drug, and Cosmetic Act.

(ee) For an applicable device clinical trial,
in the case of a premarket application under
section 515 of the Federal Food, Drug, and
Cosmetic Act, the detailed summary of infor-
mation respecting the safety and effectiveness
of the device required under section 520(h)(1)
of such Act, or, in the case of a report under
section 510(k) of such Act, the section 510(k)
summary of the safety and effectiveness data
required under section 807.95(d) of title 21,
Code of Federal Regulations (or any successor
regulation).

(I) NIH INFORMATION.—The Secretary shall
ensure that the registry data bank includes links
to the following information:

(aa) Medline citations to any publications
foculsed on the results of an applicable clinical
trial.

(bb) The entry for the drug that is the
subject of an applicable drug clinical trial in
the National Library of Medicine database of
structured product labels, if available.

(iii) RESULTS FOR EXISTING DATA BANK ENTRIES.—
The Secretary may include the links described in
clause (ii) for data bank entries for clinical trials sub-
mitted to the data bank prior to enactment of the Food
and Drug Administration Amendments Act of 2007, as
available.

(B) INCLUSION OF RESULTS.—The Secretary, acting

through the Director of NIH, shall—

(i) expand the registry data bank to include the
results of applicable clinical trials (referred to in this
subsection as the “registry and results data bank”);

(ii) ensure that such results are made publicly
available through the Internet;

(iii) post publicly a glossary for the lay public ex-
plaining technical terms related to the results of clin-
ical trials; and

(iv) in consultation with experts on risk commu-
nication, provide information with the information in-
cluded under subparagraph (C) in the registry and re-
sults data bank to help ensure that such information
does not mislead the patients or the public.

(C) Basic RESULTS.—Not later than 1 year after the

date of the enactment of the Food and Drug Administra-
tion Amendments Act of 2007, the Secretary shall include
in the registry and results data bank for each applicable
As Amended Through P.L. 117-104, Enacted March 18, 2022
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clinical trial for a drug that is approved under section 505
of the Federal Food, Drug, and Cosmetic Act or licensed
under section 351 of this Act or a device that is cleared
under section 510(k) of the Federal Food, Drug, and Cos-
metic Act or approved under section 515 or 520(m) of such
Act, the following elements:

(i) DEMOGRAPHIC AND BASELINE CHARACTERISTICS
OF PATIENT SAMPLE.—A table of the demographic and
baseline data collected overall and for each arm of the
clinical trial to describe the patients who participated
in the clinical trial, including the number of patients
who dropped out of the clinical trial and the number
of patients excluded from the analysis, if any.

(i1) PRIMARY AND SECONDARY OUTCOMES.—The pri-
mary and secondary outcome measures as submitted
under paragraph (2)(A){i)(I)(1l), and a table of values
for each of the primary and secondary outcome meas-
ures for each arm of the clinical trial, including the re-
sults of scientifically appropriate tests of the statistical
significance of such outcome measures.

(iii) POINT OF CONTACT.—A point of contact for sci-
entific information about the clinical trial results.

(iv) CERTAIN AGREEMENTS.—Whether there exists
an agreement (other than an agreement solely to com-
ply with applicable provisions of law protecting the
privacy of participants) between the sponsor or its
agent and the principal investigator (unless the spon-
sor is an employer of the principal investigator) that
restricts in any manner the ability of the principal in-
vestigator, after the completion date of the trial, to
discuss the results of the trial at a scientific meeting
or any other public or private forum, or to publish in
a scientific or academic journal information concerning
the results of the trial.

(D) EXPANDED REGISTRY AND RESULTS DATA BANK.—

(1) EXPANSION BY RULEMAKING.—To provide more
complete results information and to enhance patient
access to and understanding of the results of clinical
trials, not later than 3 years after the date of the en-
actment of the Food and Drug Administration Amend-
ments Act of 2007, the Secretary shall by regulation
expand the registry and results data bank as provided
under this subparagraph.

(ii) CLINICAL TRIALS.—

(I) APPROVED PRODUCTS.—The regulations
under this subparagraph shall require the inclu-
sion of the results information described in clause
(1i1) for—

(aa) each applicable drug clinical trial for

a drug that is approved under section 505 of

the Federal Food, Drug, and Cosmetic Act or

licensed under section 351 of this Act; and

(bb) each applicable device clinical trial
for a device that is cleared under section
As Amended Through P.L. 117-104, Enacted March 18, 2022
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510(k) of the Federal Food, Drug, and Cos-

metic Act or approved under section 515 or

520(m) of such Act.

(IT) UNAPPROVED PRODUCTS.—The regulations
under this subparagraph shall establish whether
or not the results information described in clause
(iii) shall be required for—

(aa) an applicable drug clinical trial for a
drug that is not approved under section 505 of
the Federal Food, Drug, and Cosmetic Act and
not licensed under section 351 of this Act
(whether approval or licensure was sought or
not); and

(bb) an applicable device clinical trial for
a device that is not cleared under section
510(k) of the Federal Food, Drug, and Cos-
metic Act and not approved under section 515
or section 520(m) of such Act (whether clear-
ance or approval was sought or not).

(ii1) REQUIRED ELEMENTS.—The regulations under
this subparagraph shall require, in addition to the ele-
ments described in subparagraph (C), information
within each of the following categories:

(I) A summary of the clinical trial and its re-
sults that is written in non-technical, understand-
able language for patients, if the Secretary deter-
mines that such types of summary can be included
without being misleading or promotional.

(IT) A summary of the clinical trial and its re-
sults that is technical in nature, if the Secretary
determines that such types of summary can be in-
cluded without being misleading or promotional.

(ITT) The full protocol or such information on
the protocol for the trial as may be necessary to
help to evaluate the results of the trial.

(IV) Such other categories as the Secretary
determines appropriate.

(iv) REsuLTS SUBMISSION.—The results informa-
tion described in clause (iii) shall be submitted to the
Director of NIH for inclusion in the registry and re-
sults data bank as provided by subparagraph (E), ex-
cept that the Secretary shall by regulation deter-
mine—

(I) whether the 1-year period for submission
of clinical trial information described in subpara-
graph (E)(i) should be increased from 1 year to a
period not to exceed 18 months;

(IT) whether the clinical trial information de-
scribed in clause (iii) should be required to be sub-
mitted for an applicable clinical trial for which the
clinical trial information described in subpara-
graph (C) is submitted to the registry and results
data bank before the effective date of the regula-
tions issued under this subparagraph; and
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(ITI) in the case when the clinical trial infor-
mation described in clause (iii) is required to be
submitted for the applicable clinical trials de-
scribed in clause (ii)(II), the date by which such
clinical trial information shall be required to be
submitted, taking into account—

(aa) the certification process under sub-
paragraph (E)(iii) when approval, licensure, or
clearance is sought; and

(bb) whether there should be a delay of
submission when approval, licensure, or clear-
ance will not be sought.

(v) ADDITIONAL PROVISIONS.—The regulations
under this subparagraph shall also establish—

(I) a standard format for the submission of
clinical trial information under this paragraph to
the registry and results data bank;

(II) additional information on clinical trials
and results that is written in nontechnical, under-
standable language for patients;

(ITT) considering the experience under the
pilot quality control project described in para-
graph (5)(C), procedures for quality control, in-
cluding using representative samples, with respect
to completeness and content of clinical trial infor-
mation under this subsection, to help ensure that
data elements are not false or misleading and are
non-promotional;

(IV) the appropriate timing and requirements
for updates of clinical trial information, and
whether and, if so, how such updates should be
tracked,;

(V) a statement to accompany the entry for an
applicable clinical trial when the primary and sec-
ondary outcome measures for such clinical trial
are submitted under paragraph (4)(A) after the
date specified for the submission of such informa-
tion in paragraph (2)(C); and

(VI) additions or modifications to the manner
of reporting of the data elements established
under subparagraph (C).

(vi) CONSIDERATION OF WORLD HEALTH ORGANIZA-
TION DATA SET.—The Secretary shall consider the sta-
tus of the consensus data elements set for reporting
clinical trial results of the World Health Organization
when issuing the regulations under this subpara-
graph.

(vii) PUBLIC MEETING.—The Secretary shall hold a
public meeting no later than 18 months after the date
of the enactment of the Food and Drug Administration
Amendments Act of 2007 to provide an opportunity for
input from interested parties with regard to the regu-
lations to be issued under this subparagraph.

(E) SUBMISSION OF RESULTS INFORMATION.—
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(1) IN GENERAL.—Except as provided in clauses
(iii), (iv), (v), and (vi) the responsible party for an ap-
plicable clinical trial that is described in clause (ii)
shall submit to the Director of NIH for inclusion in the
registry and results data bank the clinical trial infor-
mation described in subparagraph (C) not later than 1
year, or such other period as may be provided by regu-
lation under subparagraph (D), after the earlier of—

(I) the estimated completion date of the trial
as described in paragraph (2)(A)(ii)(I)(j)); or

(IT) the actual date of completion.

(i1)) CLINICAL TRIALS DESCRIBED.—An applicable
clinical trial described in this clause is an applicable
clinical trial subject to—

(I) paragraph (2)(C); and

(IT)(aa) subparagraph (C); or

(bb) the regulations issued under subpara-
graph (D).

(iii) DELAYED SUBMISSION OF RESULTS WITH CER-
TIFICATION.—If the responsible party for an applicable
clinical trial submits a certification that clause (iv) or
(v) applies to such clinical trial, the responsible party
shall submit to the Director of NIH for inclusion in the
registry and results data bank the clinical trial infor-
mation described in subparagraphs (C) and (D) as re-
quired under the applicable clause.

(iv) SEEKING INITIAL APPROVAL OF A DRUG OR DE-
VICE.—With respect to an applicable clinical trial that
is completed before the drug is initially approved
under section 505 of the Federal Food, Drug, and Cos-
metic Act or initially licensed under section 351 of this
Act, or the device is initially cleared under section
510(k) or initially approved under section 515 or
520(m) of the Federal Food, Drug, and Cosmetic Act,
the responsible party shall submit to the Director of
NIH for inclusion in the registry and results data
bank the clinical trial information described in sub-
paragraphs (C) and (D) not later than 30 days after
the drug or device is approved under such section 505,
licensed under such section 351, cleared under such
section 510(k), or approved under such section 515 or
520(m), as applicable.

(v) SEEKING APPROVAL OF A NEW USE FOR THE
DRUG OR DEVICE.—

(I) IN GENERAL.—With respect to an applica-
ble clinical trial where the manufacturer of the
drug or device is the sponsor of an applicable clin-
ical trial, and such manufacturer has filed, or will
file within 1 year, an application seeking approval
under section 505 of the Federal Food, Drug, and
Cosmetic Act, licensing under section 351 of this
Act, or clearance under section 510(k), or approval
under section 515 or 520(m), of the Federal Food,
Drug, and Cosmetic Act for the use studied in
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such clinical trial (which use is not included in the
labeling of the approved drug or device), then the
responsible party shall submit to the Director of
NIH for inclusion in the registry and results data
bank the clinical trial information described in
subparagraphs (C) and (D) on the earlier of the
date that is 30 days after the date—

(aa) the new use of the drug or device is
approved under such section 505, licensed
under such section 351, cleared under such
section 510(k), or approved under such section
515 or 520(m);

(bb) the Secretary issues a letter, such as
a complete response letter, not approving the
submission or not clearing the submission, a
not approvable letter, or a not substantially
equivalent letter for the new use of the drug
or device under such section 505, 351, 510(k),
515, or 520(m); or

(cc) except as provided in subclause (III),
the application or premarket notification
under such section 505, 351, 510(k), 515, or
520(m) is withdrawn without resubmission for
no less than 210 days.

(IT) REQUIREMENT THAT EACH CLINICAL TRIAL
IN APPLICATION BE TREATED THE SAME.—If a man-
ufacturer makes a certification under clause (iii)
that this clause applies with respect to a clinical
trial, the manufacturer shall make such a certifi-
cation with respect to each applicable clinical trial
that is required to be submitted in an application
or report for licensure, approval, or clearance
(under section 351 of this Act or section 505,
510(k), 515, or 520(m) of the Federal Food, Drug,
and Cosmetic Act, as applicable) of the use stud-
ied in the clinical trial.

(IIT) TWO-YEAR LIMITATION.—The responsible
party shall submit to the Director of NIH for in-
clusion in the registry and results data bank the
clinical trial information subject to subclause (I)
on the date that is 2 years after the date a certifi-
cation under clause (iii) was made to the Director
of NIH, if an action referred to in item (aa), (bb),
or (cc) of subclause (I) has not occurred by such
date.

(vi) EXTENSIONS.—The Director of NIH may pro-

vide an extension of the deadline for submission of
clinical trial information under clause (i) if the respon-
sible party for the trial submits to the Director a writ-
ten request that demonstrates good cause for the ex-
tension and provides an estimate of the date on which
the information will be submitted. The Director of
NIH may grant more than one such extension for a
clinical trial.
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(F) NOTICE TO DIRECTOR OF NIH.—The Commissioner
of Food and Drugs shall notify the Director of NIH when
there is an action described in subparagraph (E)(iv) or
item (aa), (bb), or (cc) of subparagraph (E)v)(I) with re-
spect to an application or a report that includes a certifi-
cation required under paragraph (5)(B) of such action not
later than 30 days after such action.

(G) POSTING OF DATA.—The Director of NIH shall en-
sure that the clinical trial information described in sub-
paragraphs (C) and (D) for an applicable clinical trial sub-
mitted in accordance with this paragraph is posted pub-
licly in the registry and results database not later than 30
days after such submission.

(H) WAIVERS REGARDING CERTAIN CLINICAL TRIAL RE-
suLTs.—The Secretary may waive any applicable require-
ments of this paragraph for an applicable clinical trial,
upon a written request from the responsible party, if the
Secretary determines that extraordinary circumstances
justify the waiver and that providing the waiver is con-
sistent with the protection of public health, or in the inter-
est of national security. Not later than 30 days after any
part of a waiver is granted, the Secretary shall notify, in
writing, the appropriate committees of Congress of the
waiver and provide an explanation for why the waiver was
granted.

(I) ADVERSE EVENTS.—

(i) REGULATIONS.—Not later than 18 months after
the date of the enactment of the Food and Drug Ad-
ministration Amendments Act of 2007, the Secretary
shall by regulation determine the best method for in-
cluding in the registry and results data bank appro-
priate results information on serious adverse and fre-
quent adverse events for applicable clinical trials de-
scribed in subparagraph (C) in a manner and form
that is useful and not misleading to patients, physi-
cians, and scientists.

(i1) DEFAULT.—If the Secretary fails to issue the
regulation required by clause (i) by the date that is 24
months after the date of the enactment of the Food
and Drug Administration Amendments Act of 2007,
clause (ii1) shall take effect.

(iii) ADDITIONAL ELEMENTS.—Upon the application
of clause (ii), the Secretary shall include in the reg-
istry and results data bank for applicable clinical
trials described in subparagraph (C), in addition to the
clinical trial information described in subparagraph
(C), the following elements:

(I) SERIOUS ADVERSE EVENTS.—A table of an-
ticipated and unanticipated serious adverse events
grouped by organ system, with number and fre-
queilcy of such event in each arm of the clinical
trial.

(ITI) FREQUENT ADVERSE EVENTS.—A table of
anticipated and unanticipated adverse events that
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are not included in the table described in sub-

clause (I) that exceed a frequency of 5 percent

within any arm of the clinical trial, grouped by
organ system, with number and frequency of such
event in each arm of the clinical trial.
(iv) POSTING OF OTHER INFORMATION.—In carrying
out clause (iii), the Secretary shall, in consultation
with experts in risk communication, post with the ta-
bles information to enhance patient understanding
and to ensure such tables do not mislead patients or
the lay public.
(v) RELATION TO SUBPARAGRAPH (C).—Clinical trial
information included in the registry and results data
bank pursuant to this subparagraph is deemed to be
clinical trial information included in such data bank
pursuant to subparagraph (C).
(4) ADDITIONAL SUBMISSIONS OF CLINICAL TRIAL INFORMA-
TION.—

(A) VOLUNTARY SUBMISSIONS.—A responsible party for
a clinical trial that is not an applicable clinical trial, or
that is an applicable clinical trial that is not subject to
paragraph (2)(C), may submit complete clinical trial infor-
mation described in paragraph (2) or paragraph (3) pro-
vided the responsible party submits clinical trial informa-
tion for each applicable clinical trial that is required to be
submitted under section 351 or under section 505, 510(k),
515, or 520(m) of the Federal Food, Drug, and Cosmetic
Act in an application or report for licensure, approval, or
clearance of the drug or device for the use studied in the
clinical trial.

(B) REQUIRED SUBMISSIONS.—

(i) IN GENERAL.—Notwithstanding paragraphs (2)
and (3) and subparagraph (A), in any case in which
the Secretary determines for a specific clinical trial de-
scribed in clause (ii) that posting in the registry and
results data bank of clinical trial information for such
clinical trial is necessary to protect the public health—

(I) the Secretary may require by notification
that such information be submitted to the Sec-
retary in accordance with paragraphs (2) and (3)
except with regard to timing of submission;

(IT) unless the responsible party submits a
certification under paragraph (3)(E)(ii), such in-
formation shall be submitted not later than 30
days after the date specified by the Secretary in
the notification; and

(IIT) failure to comply with the requirements
under subclauses (I) and (II) shall be treated as a
violation of the corresponding requirement of such
paragraphs.

(i1)) CLINICAL TRIALS DESCRIBED.—A clinical trial
described in this clause is—

(I) an applicable clinical trial for a drug that
is approved under section 505 of the Federal Food,
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Drug, and Cosmetic Act or licensed under section

351 of this Act or for a device that is cleared

under section 510(k) of the Federal Food, Drug,

and Cosmetic Act or approved under section 515

or section 520(m) of such Act, whose completion

date is on or after the date 10 years before the
date of the enactment of the Food and Drug Ad-
ministration Amendments Act of 2007; or

(II) an applicable clinical trial that is de-
scribed by both by paragraph (2)(C) and para-
graph (3)(D)(ii)(ID)).

(C) UPDATES TO CLINICAL TRIAL DATA BANK.—

(i) SUBMISSION OF UPDATES.—The responsible
party for an applicable clinical trial shall submit to
the Director of NIH for inclusion in the registry and
results data bank updates to reflect changes to the
clinical trial information submitted under paragraph
(2). Such updates—

(I) shall be provided not less than once every
12 months, unless there were no changes to the
clinical trial information during the preceding 12-
month period;

(IT) shall include identification of the dates of
any such changes;

(IIT) not later than 30 days after the recruit-
ment status of such clinical trial changes, shall in-
clude an update of the recruitment status; and

(IV) not later than 30 days after the comple-
tion date of the clinical trial, shall include notifi-
cation to the Director that such clinical trial is
complete.

(ii) PUBLIC AVAILABILITY OF UPDATES.—The Direc-
tor of NIH shall make updates submitted under clause
(i) publicly available in the registry data bank. Except
with regard to overall recruitment status, individual
site status, location, and contact information, the Di-
rector of NIH shall ensure that updates to elements
required under subclauses (I) to (V) of paragraph
(2)(A)(ii) do not result in the removal of any informa-
tion from the original submissions or any preceding
updates, and information in such databases is pre-
sented in a manner that enables users to readily ac-
cess each original element submission and to track the
changes made by the updates. The Director of NIH
shall provide a link from the table of primary and sec-
ondary outcomes required under paragraph (3)(C)(ii)
to the tracked history required under this clause of the
primary and secondary outcome measures submitted
under paragraph (2)(A)Gi)(DAD).

(5) COORDINATION AND COMPLIANCE.—
(A) CLINICAL TRIALS SUPPORTED BY GRANTS FROM FED-
ERAL AGENCIES.—

(i) GRANTS FROM CERTAIN FEDERAL AGENCIES.—If

an applicable clinical trial is funded in whole or in
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part by a grant from any agency of the Department of

Health and Human Services, including the Food and

Drug Administration, the National Institutes of

Health, or the Agency for Healthcare Research and

Quality, any grant or progress report forms required

under such grant shall include a certification that the

responsible party has made all required submissions

to the Director of NIH under paragraphs (2) and (3).

(ii)) VERIFICATION BY FEDERAL AGENCIES.—The
heads of the agencies referred to in clause (i), as appli-
cable, shall verify that the clinical trial information for
each applicable clinical trial for which a grantee is the
responsible party has been submitted under para-
graphs (2) and (3) before releasing any remaining
funding for a grant or funding for a future grant to
such grantee.

(i1i) NOTICE AND OPPORTUNITY TO REMEDY.—If the
head of an agency referred to in clause (i), as applica-
ble, verifies that a grantee has not submitted clinical
trial information as described in clause (ii), such agen-
cy head shall provide notice to such grantee of such
non-compliance and allow such grantee 30 days to cor-
rect such non-compliance and submit the required
clinical trial information.

(iv) CONSULTATION WITH OTHER FEDERAL AGEN-
CIES.—The Secretary shall—

(I) consult with other agencies that conduct
research involving human subjects in accordance
with any section of part 46 of title 45, Code of
Federal Regulations (or any successor regula-
tions), to determine if any such research is an ap-
plicable clinical trial; and

(IT) develop with such agencies procedures
comparable to those described in clauses (i), (ii),
and (iil) to ensure that clinical trial information
for such applicable clinical trial is submitted
under paragraphs (2) and (3).

(B) CERTIFICATION TO ACCOMPANY DRUG, BIOLOGICAL
PRODUCT, AND DEVICE SUBMISSIONS.—At the time of sub-
mission of an application under section 505 of the Federal
Food, Drug, and Cosmetic Act, section 515 of such Act, sec-
tion 520(m) of such Act, or section 351 of this Act, or sub-
mission of a report under section 510(k) of such Act, such
application or submission shall be accompanied by a cer-
tification that all applicable requirements of this sub-
section have been met. Where available, such certification
shall include the appropriate National Clinical Trial con-
trol numbers.

(C) QUALITY CONTROL.—

(1) PILOT QUALITY CONTROL PROJECT.—Until the
effective date of the regulations issued under para-
graph (3)(D), the Secretary, acting through the Direc-
tor of NIH and the Commissioner of Food and Drugs,
shall conduct a pilot project to determine the optimal
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method of verification to help to ensure that the clin-
ical trial information submitted under paragraph
(83)(C) is non-promotional and is not false or mis-
leading in any particular under subparagraph (D). The
Secretary shall use the publicly available information
described in paragraph (3)(A) and any other informa-
tion available to the Secretary about applicable clinical
trials to verify the accuracy of the clinical trial infor-
mation submitted under paragraph (3)(C).

(i1) NOTICE OF COMPLIANCE.—If the Secretary de-
termines that any clinical trial information was not
submitted as required under this subsection, or was
submitted but is false or misleading in any particular,
the Secretary shall notify the responsible party and
give such party an opportunity to remedy such non-
compliance by submitting the required revised clinical
trial information not later than 30 days after such no-
tification.

(D) TRUTHFUL CLINICAL TRIAL INFORMATION.—

(1) IN GENERAL.—The clinical trial information
submitted by a responsible party under this subsection
shall not be false or misleading in any particular.

(ii)) ErFECcT.—Clause (i) shall not have the effect
of—

(I) requiring clinical trial information with re-
spect to an applicable clinical trial to include in-
formation from any source other than such clinical
trial involved; or

(IT) requiring clinical trial information de-
scribed in paragraph (3)(D) to be submitted for
purposes of paragraph (3)(C).

(E) PUBLIC NOTICES.—

(1) NoTICE OF VIOLATIONS.—If the responsible
party for an applicable clinical trial fails to submit
clinical trial information for such clinical trial as re-
quired under paragraphs (2) or (3), the Director of
NIH shall include in the registry and results data
bank entry for such clinical trial a notice—

(I) that the responsible party is not in compli-
ance with this Act by—

(aa) failing to submit required -clinical
trial information; or

(bb) submitting false or misleading clin-
ical trial information;

(II) of the penalties imposed for the violation,
if any; and

(ITIT) whether the responsible party has cor-
rected the clinical trial information in the registry
and results data bank.

(ii) NOTICE OF FAILURE TO SUBMIT PRIMARY AND
SECONDARY OUTCOMES.—If the responsible party for an
applicable clinical trial fails to submit the primary and
secondary outcomes as required under section
2(A)ai)I)AL), the Director of NIH shall include in the
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registry and results data bank entry for such clinical
trial a notice that the responsible party is not in com-
pliance by failing to register the primary and sec-
ondary outcomes in accordance with this act, and that
the primary and secondary outcomes were not publicly
discllosed in the database before conducting the clinical
trial.

(iii) FAILURE TO SUBMIT STATEMENT.—The notice
under clause (i) for a violation described in clause
(i)I)(aa) shall include the following statement: “The
entry for this clinical trial was not complete at the
time of submission, as required by law. This may or
may not have any bearing on the accuracy of the infor-
mation in the entry.”.

(iv) SUBMISSION OF FALSE INFORMATION STATE-
MENT.—The notice under clause (i) for a violation de-
scribed in clause (i)(I)(bb) shall include the following
statement: “The entry for this clinical trial was found
to be false or misleading and therefore not in compli-
ance with the law.”.

(v) NON-SUBMISSION OF STATEMENT.—The notice
under clause (ii) for a violation described in clause (ii)
shall include the following statement: “The entry for
this clinical trial did not contain information on the
primary and secondary outcomes at the time of sub-
mission, as required by law. This may or may not have
any bearing on the accuracy of the information in the
entry.”.

(vi) COMPLIANCE SEARCHES.—The Director of NIH
shall provide that the public may easily search the
registry and results data bank for entries that include
notices required under this subparagraph.

(6) LIMITATION ON DISCLOSURE OF CLINICAL TRIAL INFOR-
MATION.—

(A) IN GENERAL.—Nothing in this subsection (or under
section 552 of title 5, United States Code) shall require the
Secretary to publicly disclose, by any means other than the
registry and results data bank, information described in
subparagraph (B).

(B) INFORMATION DESCRIBED.—Information described
in this subparagraph is—

(1) information submitted to the Director of NIH
under this subsection, or information of the same gen-
eral nature as (or integrally associated with) the infor-
mation so submitted; and

(i) information not otherwise publicly available,
including because it is protected from disclosure under
section 552 of title 5, United States Code.

(7) AUTHORIZATION OF APPROPRIATIONS.—There are author-
ized to be appropriated to carry out this subsection $10,000,000
for each fiscal year.

(k)(1) The Director of NIH may establish a program to provide
day care services for the employees of the National Institutes of
Health similar to those services provided by other Federal agencies
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gnclu)ding the availability of day care service on a 24-hour-a-day
asis).

(2) Any day care provider at the National Institutes of Health
shall establish a sliding scale of fees that takes into consideration
the income and needs of the employee.

(38) For purposes regarding the provision of day care services,
the Director of NIH may enter into rental or lease purchase agree-
ments.

(1) CounciL oF COUNCILS.—

(1) ESTABLISHMENT.—Not later than 90 days after the date
of the enactment of the National Institutes of Health Reform
Act of 2006, the Director of NIH shall establish within the Of-
fice of the Director an advisory council to be known as the
“Council of Councils” (referred to in this subsection as the
“Council”) for the purpose of advising the Director on matters
related to the policies and activities of the Division of Program
Coordination, Planning, and Strategic Initiatives, including
making recommendations with respect to the conduct and sup-
port of research described in subsection (b)(7).

(2) MEMBERSHIP.—

(A) IN GENERAL.—The Council shall be composed of 27
members selected by the Director of NIH with approval
from the Secretary from among the list of nominees under
subparagraph (C).

(B) CERTAIN REQUIREMENTS.—In selecting the mem-
bers of the Council, the Director of NIH shall ensure—

(i) the representation of a broad range of dis-
ciplines and perspectives; and

(i1) the ongoing inclusion of at least 1 representa-
tive from each national research institute whose budg-
et is substantial relative to a majority of the other in-
stitutes.

(C) NoMINATION.—The Director of NIH shall maintain
an updated list of individuals who have been nominated to
serve on the Council, which list shall consist of the fol-
lowing:

(i) For each national research institute and na-
tional center, 3 individuals nominated by the head of
such institute or center from among the members of
the advisory council of the institute or center, of
which—

(I) two shall be scientists; and

(IT) one shall be from the general public or
shall be a leader in the field of public policy, law,
health policy, economics, or management.

(i1) For each office within the Division of Program
Coordination, Planning, and Strategic Initiatives, 1 in-
dividual nominated by the head of such office.

(iii) Members of the Council of Public Representa-
tives.

(3) TERMS.—

(A) IN GENERAL.—The term of service for a member of
the Council shall be 6 years, except as provided in sub-
paragraphs (B) and (C).
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(B) TERMS OF INITIAL APPOINTEES.—Of the initial
members selected for the Council, the Director of NIH
shall designate—

(1) nine for a term of 6 years;

(i1) nine for a term of 4 years; and

(iii) nine for a term of 2 years.

(C) VACANCIES.—Any member appointed to fill a va-
cancy occurring before the expiration of the term for which
the member’s predecessor was appointed shall be ap-
pointed only for the remainder of that term. A member
may serve after the expiration of that member’s term until
a successor has taken office.

(m) NATIONAL INSTITUTES OF HEALTH STRATEGIC PLAN.—

(1) IN GENERAL.—Not later than 2 years after the date of
enactment of the 21st Century Cures Act, and at least every
6 years thereafter, the Director of the National Institutes of
Health shall develop and submit to the appropriate committees
of Congress and post on the Internet website of the National
Institutes of Health, a coordinated strategy (to be known as
the “National Institutes of Health Strategic Plan”) to provide
direction to the biomedical research investments made by the
National Institutes of Health, to facilitate collaboration across
the institutes and centers, to leverage scientific opportunity,
and to advance biomedicine.

(2) REQUIREMENTS.—The strategy under paragraph (1)
shall—

(A) identify strategic research priorities and objectives
across biomedical research, including—

(i) an assessment of the state of biomedical and
behavioral research, including areas of opportunity
with respect to basic, clinical, and translational re-
search;

(ii) priorities and objectives to advance the treat-
ment, cure, and prevention of health conditions;

(iii) emerging scientific opportunities, rising public
health challenges, and scientific knowledge gaps; and

(iv) the identification of near-, mid-, and long-term
scientific needs;

(B) consider, in carrying out subparagraph (A)—

(1) disease burden in the United States and the
potential for return on investment to the United
States;

(ii) rare diseases and conditions;

(iii) biological, social, and other determinants of
health that contribute to health disparities; and

(iv) other factors the Director of National Insti-
tutes of Health determines appropriate;

(C) include multi-institute priorities, including coordi-
nation of research among institutes and centers;

(D) include strategic priorities for funding research
through the Common Fund, in accordance with section
402A(c)(1)(C);
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(E) address the National Institutes of Health’s pro-
posed and ongoing activities related to training and the
biomedical workforce; and

(F) describe opportunities for collaboration with other
agencies and departments, as appropriate.

(3) USE OF PLANS.—Strategic plans developed and updated
by the national research institutes and national centers of the
National Institutes of Health shall be prepared regularly and
in such a manner that such plans will be informed by the stra-
tegic plans developed and updated under this subsection. Such
plans developed by and updated by the national research insti-
tutes and national centers shall have a common template.

(4) CoNSULTATION.—The Director of National Institutes of
Health shall develop the strategic plan under paragraph (1) in
consultation with the directors of the national research insti-
tutes and national centers, researchers, patient advocacy
groups, and industry leaders.

(n) UNIQUE RESEARCH INITIATIVES.—

(1) IN GENERAL.—The Director of NIH may approve, after
consideration of a proposal under paragraph (2)(A), requests by
the national research institutes and centers, or program offi-
cers within the Office of the Director to engage in transactions
other than a contract, grant, or cooperative agreement with re-
spect to projects that carry out—

(A) the Precision Medicine Initiative under section
498E;

(B) section 402(b)(7), except that not more than 50
percent of the funds available for a fiscal year through the
Common Fund under section 402A(c)(1) for purposes of
carrying out such section 402(b)(7) may be used to engage
in such other transactions; or

(C) high impact cutting-edge research that fosters sci-
entific creativity and increases fundamental biological un-
derstanding leading to the prevention, diagnosis, or treat-
ment of diseases and disorders, or research urgently re-
quired to respond to a public health threat.

(2) REQUIREMENTS.—The authority provided under this
subsection may be used to conduct or support high impact cut-
ting-edge research described in paragraph (1) using the other
transactions authority described in such paragraph if the insti-
tute, center, or office—

(A) submits a proposal to the Director of NIH for the
use of such authority before conducting or supporting the
research, including why the use of such authority is essen-
tial to promoting the success of the project;

(B) receives approval for the use of such authority
from the Director of NIH; and

(C) for each year in which the institute, center, or of-
fice has used such authority in accordance with this sub-
section, submits a report to the Director of NIH on the ac-
tivities of the institute, center, or office relating to such re-
search.

(0) REGENERATIVE MEDICINE.—The Director of NIH shall, as
appropriate, continue to consult with the directors of relevant insti-
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tutes and centers of the National Institutes of Health, other rel-
evant experts from such institutes and centers, and relevant ex-
perts within the Food and Drug Administration, to further the field
of regenerative medicine wusing adult stem cells, including
autologous stem cells, therapeutic tissue engineering products,
human cell and tissue products, human gene therapies, and geneti-
cally modified cells.

SEC. 402A. [282a] AUTHORIZATION OF APPROPRIATIONS.

(a) IN GENERAL.—

(1) THis TITLE.—For purposes of carrying out this title,
there are authorized to be appropriated—

(A) $30,331,309,000 for fiscal year 2007;

(B) $32,831,309,000 for fiscal year 2008;

(C) such sums as may be necessary for fiscal year
20009;

(D) $34,851,000,000 for fiscal year 2018;

(E) $35,585,871,000 for fiscal year 2019; and

(F) $36,472,442,775 for fiscal year 2020.

(2) FUNDING FOR 10-YEAR PEDIATRIC RESEARCH INITIATIVE
THROUGH COMMON FUND.—For the purpose of carrying out sec-
tion 402(b)(7)(B)(ii), there is authorized to be appropriated to
the Common Fund, out of the 10-Year Pediatric Research Ini-
tiative Fund described in section 9008 of the Internal Revenue
Code of 1986, and in addition to amounts otherwise made
available under paragraph (1) of this subsection and reserved
under subsection (¢)(1)(B)3) of this section, $12,600,000 for
each of fiscal years 2014 through 2023.

(b) OFFICE OF THE DIRECTOR.—Of the amount authorized to be
appropriated under subsection (a) for a fiscal year, there are au-
thorized to be appropriated for programs and activities under this
title carried out through the Office of the Director of NIH such
sums as may be necessary for each of the fiscal years 2007 through
2009.

(c) TRANS-NIH RESEARCH.—

(1) COMMON FUND.—

(A) AccoUNT.—For the purpose of allocations under
section 402(b)(7)(B) (relating to research identified by the
Division of Program Coordination, Planning, and Strategic
Initiatives), there is established an account to be known as
the Common Fund.

(B) RESERVATION.—

(i) IN GENERAL.—Of the total amount appropriated
under subsection (a)(1) for fiscal year 2007 or any sub-
sequent fiscal year, the Director of NIH shall reserve
an amount for the Common Fund, subject to any ap-
plicable provisions in appropriations Acts.

(i) MiNniMUM AMOUNT.—For each fiscal year, the
percentage constituted by the amount reserved under
clause (i) relative to the total amount appropriated
under subsection (a)(1) for such year may not be less
than the percentage constituted by the amount so re-
served for the preceding fiscal year relative to the
total amount appropriated under subsection (a)(1) for
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such preceding fiscal year, subject to any applicable

provisions in appropriations Acts.

(C) COMMON FUND STRATEGIC PLANNING REPORT.—As
part of the National Institutes of Health Strategic Plan re-
quired under section 402(m), the Secretary, acting through
the Director of NIH, shall submit a report to the Congress
containing a strategic plan for funding research described
in section 402(b)(7)(A)i) (including personnel needs)
through the Common Fund. Each such plan shall include
the following:

(i) An estimate of the amounts determined by the
Director of NIH to be appropriate for maximizing the
potential of such research.

(i1) An estimate of the amounts determined by the
Director of NIH to be sufficient only for continuing to
fund research activities previously identified by the
Division of Program Coordination, Planning, and Stra-
tegic Initiatives.

(iii)) An estimate of the amounts determined by
the Director of NIH to be necessary to fund research
described in section 402(b)(7)(A)(1)—

(I) that is in addition to the research activities
described in clause (ii); and

01(II) for which there is the most substantial
need.

(D) EVALUATION.—During the 6-month period fol-
lowing the end of the first fiscal year for which the total
amount reserved under subparagraph (B) is equal to 5 per-
cent of the total amount appropriated under subsection
(a)(1) for such fiscal year, the Secretary, acting through
the Director of NIH, in consultation with the advisory
council established under section 402(k), shall submit rec-
ommendations to the Congress for changes regarding
amounts for the Common Fund.

(2) TRANS-NIH RESEARCH REPORTING.—

(A) LIMITATION.—With respect to the total amount ap-
propriated under subsection (a) for fiscal year 2008 or any
subsequent fiscal year, if the head of a national research
institute or national center fails to submit the report re-
quired by subparagraph (B) for the preceding fiscal year,
the amount made available for the institute or center for
the fiscal year involved may not exceed the amount made
available for the institute or center for fiscal year 2006.

(B) REPORTING.—Not later than 2 years after the date
of enactment of 21st Century Cures Act, the head of each
national research institute or national center shall submit
to the Director of the National Institutes of Health a re-
port, to be included in the triennial report under section
403, on the amount made available by the institute or cen-
ter for conducting or supporting research that involves col-
laboration between the institute or center and 1 or more
other national research institutes or national centers.

(C) DETERMINATION.—For purposes of determining the
amount or percentage of funds to be reported under sub-
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paragraph (B), any amounts made available to an institute
or center under section 402(b)(7)(B) shall be included.

(D) VERIFICATION OF AMOUNTS.—Upon receipt of each
report submitted under subparagraph (B), the Director of
NIH shall review and, in cases of discrepancy, verify the
accuracy of the amounts specified in the report.

(E) WAIVER.—At the request of any national research
institute or national center, the Director of NIH may waive
the application of this paragraph to such institute or cen-
ter if the Director finds that the conduct or support of re-
search described in subparagraph (B) is inconsistent with
the mission of such institute or center.

(d) TRANSFER AUTHORITY.—Of the total amount appropriated
under subsection (a)(1) for a fiscal year, the Director of NIH may
(in addition to the reservation under subsection (c)(1) for such year)
transfer not more than 1 percent for programs or activities that are
authorized in this title and identified by the Director to receive
funds pursuant to this subsection. In making such transfers, the
Director may not decrease any appropriation account under sub-
section (a)(1) by more than 1 percent.

(e) RULE OoF CONSTRUCTION.—This section may not be con-
strued as affecting the authorities of the Director of NIH under sec-
tion 401.

SEC. 402B. [282b] ELECTRONIC CODING OF GRANTS AND ACTIVITIES.

The Secretary, acting through the Director of NIH, shall estab-
lish an electronic system to uniformly code research grants and ac-
tivities of the Office of the Director and of all the national research
institutes and national centers. The electronic system shall be
searchable by a variety of codes, such as the type of research grant,
the research entity managing the grant, and the public health area
of interest. When permissible, the Secretary, acting through the Di-
rector of NIH, shall provide information on relevant literature and
patents that are associated with research activities of the National
Institutes of Health.

SEC. 403. [283] TRIENNIAL REPORTS OF DIRECTOR OF NIH.

(a) IN GENERAL.—The Director of NIH shall submit to the Con-
gress on a triennial basis a report in accordance with this section.
The first report shall be submitted not later than 1 year after the
date of the enactment of the National Institutes of Health Reform
Act of 2006. Each such report shall include the following informa-
tion:

(1) An assessment of the state of biomedical and behav-
ioral research.

(2) A description of the activities conducted or supported
by the agencies of the National Institutes of Health and poli-
cies respecting the programs of such agencies.

(3) A description of intra-National Institutes of Health ac-
tivities, including—

(A) identification of the percentage of funds made
available by each national research institute and national
center with respect to each applicable fiscal year for con-
ducting or supporting research that involves collaboration
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between the institute or center and 1 or more other na-
tional research institutes or national centers; and

(B) recommendations for promoting coordination of in-
formation among the centers of excellence.

(4) A catalog of all the research activities of the agencies,
prepared in accordance with the following:

(A) The catalog shall, for each such activity—

(i) identify the agency or agencies involved;

(i1) state whether the activity was carried out di-
rectly by the agencies or was supported by the agen-
cies and describe to what extent the agency was in-
volved; and

(iii) identify whether the activity was carried out
through a center of excellence.

(B) In the case of clinical research, the catalog shall,
as appropriate, identify study populations by demographic
variables, including biological and social variables and rel-
evant age categories (such as pediatric subgroups), and de-
terminants of health, that contribute to research on minor-
ity health and health disparities.

(C) Research activities listed in the catalog shall in-
clude, where applicable, the following:

(i) Epidemiological studies and longitudinal stud-
ies.

(i) Disease registries, information clearinghouses,
and other data systems.

(iii) Public education and information campaigns.

(iv) Training activities, including—

(I) National Research Service Awards and
Clinical Transformation Science Awards;

(IT) graduate medical education programs, in-
cluding information on the number and type of
graduate degrees awarded during the period in
wliich the programs received funding under this
title;

(IIT)  investigator-initiated @ awards  for
postdoctoral training and postdoctoral training
funded through research grants;

(IV) a breakdown by demographic variables
and other appropriate categories; and

(V) an evaluation and comparison of outcomes
and effectiveness of various training programs.

(v) Clinical trials, including a breakdown of par-
ticipation by study populations and demographic vari-
ables, including relevant age categories (such as pedi-
atric subgroups), information submitted by each na-
tional research institute and national center to the Di-
rector of National Institutes of Health under section
492B(f), and such other information as may be nec-
essary to demonstrate compliance with section 492B
and other applicable requirements regarding inclusion
of demographic groups.

(vi) Translational research activities with other
agencies of the Public Health Service.
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(5) A summary of the research activities throughout the
agencies, which summary shall be organized by the following
categories, where applicable:

(A) Cancer.

(B) Neurosciences.

(C) Life stages, human development, and rehabilita-
tion.

(D) Organ systems.

(E) Autoimmune diseases.

(F) Genomics.

(G) Molecular biology and basic science.

(H) Technology development.

(I) Chronic diseases, including pain and palliative
care.

(J) Infectious diseases and bioterrorism.

(K) Minority health and health disparities.

(L) Such additional categories as the Director deter-
mines to be appropriate.

(6) A review of each entity receiving funding under this
title in its capacity as a center of excellence (in this paragraph
referred to as a “center of excellence”), including the fol-
lowing—

(A) an evaluation of the performance and research out-
comes of each center of excellence; and

(B) recommendations for improving the effectiveness,
efficiency, and outcomes of the centers of excellence.

(b) REQUIREMENT REGARDING DISEASE-SPECIFIC RESEARCH AcC-
TIVITIES.—In a report under subsection (a), the Director of NIH,
when reporting on research activities relating to a specific disease,
disorder, or other adverse health condition, shall—

(1) present information in a standardized format;

(2) identify the actual dollar amounts obligated for such
activities; and

(3) include a plan for research on the specific disease, dis-
order, or other adverse health condition, including a statement
of objectives regarding the research, the means for achieving
the objectives, a date by which the objectives are expected to
be achieved, and justifications for revisions to the plan.

(c) ADDITIONAL REPORTS.—In addition to reports required by
subsections (a) and (b), the Director of NIH or the head of a na-
tional research institute or national center may submit to the Con-
gress such additional reports as the Director or the head of such
institute or center determines to be appropriate.

SEC. 403A. [283a] ANNUAL REPORTING TO INCREASE INTERAGENCY
COLLABORATION AND COORDINATION.

(a) COLLABORATION WITH OTHER HHS AGENCIES.—On an an-
nual basis, the Director of NIH shall submit to the Secretary a re-
port on the activities of the National Institutes of Health involving
collaboration with other agencies of the Department of Health and
Human Services.

(b) CLINICAL TrRIALS.—Each calendar year, the Director of NITH
shall submit to the Commissioner of Food and Drugs a report that
identifies each clinical trial that is registered during such calendar

June 23, 2022 As Amended Through P.L. 117-104, Enacted March 18, 2022



G:\COMP\PHSA\PUBLIC HEALTH SERVICE ACT-TITLE IVNATIONAL R... XML

Sec. 403B PUBLIC HEALTH SERVICE ACT 40

year in the databank of information established under section
402(1).

(c) HUMAN TISSUE SAMPLES.—On an annual basis, the Director
of NIH shall submit to the Congress a report that describes how
the National Institutes of Health and its agencies store and track
human tissue samples.

(d) FIRST REPORT.—The first report under subsections (a), (b),
and (c) shall be submitted not later than 1 year after the date of
the enactment of the National Institutes of Health Reform Act of
2006.

SEC. 403B. %%S-é] ANNUAL REPORTING TO PREVENT FRAUD AND

(a) WHISTLEBLOWER COMPLAINTS.—

(1) IN GENERAL.—On an annual basis, the Director of NIH
shall submit to the Inspector General of the Department of
Health and Human Services, the Secretary, the Committee on
Energy and Commerce and the Committee on Appropriations
of the House of Representatives, and the Committee on Health,
Education, Labor, and Pensions and the Committee on Appro-
priations of the Senate a report summarizing the activities of
the National Institutes of Health relating to whistleblower
complaints.

(2) CONTENTS.—For each whistleblower complaint pending
during the year for which a report is submitted under this sub-
section, the report shall identify the following:

(A) Each agency of the National Institutes of Health
involved.

(B) The status of the complaint.

(C) The resolution of the complaint to date.

(b) FIRST REPORT.—The first report under subsection (a) shall
be submitted not later than 1 year after the date of the enactment
of the National Institutes of Health Reform Act of 2006.

SEC. 403C. [283a-2] ANNUAL REPORTING REGARDING TRAINING OF
GRADUATE STUDENTS FOR DOCTORAL DEGREES.

(a) IN GENERAL.—Each institution receiving an award under
this title for the training of graduate students for doctoral degrees
shall annually report to the Director of NIH, with respect to grad-
uate students supported by the National Institutes of Health at
such institution—

(1) the percentage of such students admitted for study who
successfully attain a doctoral degree; and

(2) for students described in paragraph (1), the average
time between the beginning of graduate study and the receipt
of a doctoral degree.

(3)5 PROVISION OF INFORMATION TO APPLICANTS.—Each in-
stitution described in subsection (a) shall provide to each stu-
dent submitting an application for a program of graduate study
at such institution the information described in paragraphs (1)
and (2) of such subsection with respect to the program or pro-
grams to which such student has applied.

5So in law. Paragraph (3) probably should be subsection (b).
June 23, 2022 As Amended Through P.L. 117-104, Enacted March 18, 2022



G:\COMP\PHSA\PUBLIC HEALTH SERVICE ACT-TITLE IVNATIONAL R... XML

4 PUBLIC HEALTH SERVICE ACT Sec. 404A

DES

SEcC. 403D. [283a-3] (a) The Director of NIH shall establish a
program for the conduct and support of research and training, the
dissemination of health information, and other programs with re-
spect to the diagnosis and treatment of conditions associated with
exposurSe to the drug diethylstilbestrol (in this section referred to
as “DES”).

(b) In carrying out subsection (a), the Director of NIH, after
consultation with nonprofit private entities representing individ-
uals who have been exposed to DES, shall conduct or support pro-
grams to educate health professionals and the public on the drug,
including the importance of identifying and treating individuals
who have been exposed to the drug.

(c) After consultation with the Office of Research on Women’s
Health, the Director of NIH, acting through the appropriate na-
tional research institutes, shall in carrying out subsection (a) con-
duct or support one or more longitudinal studies to determine the
incidence of the following diseases or disorders in the indicated
po(Il)ulations and the relationship of DES to the diseases or dis-
orders:

(1) In the case of women to whom (on or after January 1,
1938) DES was administered while the women were pregnant,
the incidence of all diseases and disorders (including breast
cancer, gynecological cancers, and impairments of the immune
system, including autoimmune disease).

(2) In the case of women exposed to DES in utero, the inci-
dence of clear cell cancer (including recurrences), the long-term
health effects of such cancer, and the effects of treatments for
such cancer.

(3) In the case of men and women exposed to DES in
utero, the incidence of all diseases and disorders (including im-
pairments of the reproductive and autoimmune systems).

(4) In the case of children of men or women exposed to
DES in utero, the incidence of all diseases and disorders.

(d) For purposes of this section, an individual shall be consid-
ered to have been exposed to DES in utero if, during the pregnancy
that resulted in the birth of such individual, DES was (on or after
January 1, 1938) administered to the biological mother of the indi-
vidual.

OFFICE OF BEHAVIORAL AND SOCIAL SCIENCES RESEARCH

SEC. 404A.6 [283c] (a) There is established within the Office
of the Director of NIH an office to be known as the Office of Behav-
ioral and Social Sciences Research (in this section referred to as
the “Office”). The Office shall be headed by a director, who shall
be appointed by the Director of NIH.

(b)(1) With respect to research on the relationship between
human behavior and the development, treatment, and prevention
of medical conditions, the Director of the Office shall—

(A) coordinate research conducted or supported by the
agencies of the National Institutes of Health; and

6 Section 404 was struck by section 101(b)(2) of Public Law 106-525 (114 Stat. 2501).
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(B) identify projects of behavioral and social sciences re-
search that should be conducted or supported by the national
research institutes, and develop such projects in cooperation
with such institutes.

(2) Research authorized under paragraph (1) includes research
on teen pregnancy, infant mortality, violent behavior, suicide, and
homelessness. Such research does not include neurobiological re-
search, or research in which the behavior of an organism is ob-
served for the purpose of determining activity at the cellular or mo-
lecular level.

CHILDREN’S VACCINE INITIATIVE

SEC. 404B. [283d]

The Secretary, in consultation with the Director of the Na-
tional Vaccine Program under title XXI and acting through the Di-
rectors of the National Institute for Allergy and Infectious Dis-
eases, the Eunice Kennedy Shriver National Institute of Child
Health and Human Development, the National Institute for Aging,
and other public and private programs, shall carry out activities,
which shall be consistent with the global Children’s Vaccine Initia-
tive, to develop affordable new and improved vaccines to be used
in the United States and in the developing world that will increase
the efficacy and efficiency of the prevention of infectious diseases.
In carrying out such activities, the Secretary shall, to the extent
practicable, develop and make available vaccines that require fewer
contacts to deliver, that can be given early in life, that provide long
lasting protection, that obviate refrigeration, needles and syringes,
and that protect against a larger number of diseases.

PLAN FOR USE OF ANIMALS IN RESEARCH

SEC. 404C. [283e] (a) The Director of NIH, after consultation
Wit{l the committee established under subsection (e), shall prepare
a plan—

(1) for the National Institutes of Health to conduct or sup-
port research into—

(A) methods of biomedical research and experimen-
tation that do not require the use of animals;

(B) methods of such research and experimentation
that reduce the number of animals used in such research;

(C) methods of such research and experimentation
that produce less pain and distress in such animals; and

(D) methods of such research and experimentation
that involve the use of marine life (other than marine
mammals);

(2) for establishing the validity and reliability of the meth-
ods described in paragraph (1);

(3) for encouraging the acceptance by the scientific commu-
nity of such methods that have been found to be valid and reli-
able; and

(4) for training scientists in the use of such methods that
have been found to be valid and reliable.

(b) Not later than October 1, 1993, the Director of NIH shall
submit to the Committee on Energy and Commerce of the House
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of Representatives, and to the Committee on Labor and Human Re-
sources of the Senate, the plan required in subsection (a) and shall
begin implementation of the plan.

(c) The Director of NIH shall periodically review, and as appro-
priate, make revisions in the plan required under subsection (a). A
description of any revision made in the plan shall be included in
the first biennial report under section 403 that is submitted after
the revision is made.

(d) The Director of NIH shall take such actions as may be ap-
propriate to convey to scientists and others who use animals in bio-
medical or behavioral research or experimentation information re-
specting the methods found to be valid and reliable under sub-
section (a)(2).

(e)(1) The Director of NIH shall establish within the National
Institutes of Health a committee to be known as the Interagency
Coordinating Committee on the Use of Animals in Research (in this
subsection referred to as the “Committee”).

(2) The Committee shall provide advice to the Director of NIH
on the preparation of the plan required in subsection (a).

(3) The Committee shall be composed of—

(A) the Directors of each of the national research institutes

(or the designees of such Directors); and

(B) representatives of the Environmental Protection Agen-
cy, the Food and Drug Administration, the Consumer Product

Safety Commission, the National Science Foundation, and such

additional agencies as the Director of NIH determines to be ap-

propriate, which representatives shall include not less than
one veterinarian with expertise in laboratory-animal medicine.

REQUIREMENTS REGARDING SURVEYS OF SEXUAL BEHAVIOR

SEC. 404D. [283f] With respect to any survey of human sexual
behavior proposed to be conducted or supported through the Na-
tional Institutes of Health, the survey may not be carried out un-
less—

(1) the proposal has undergone review in accordance with
any applicable requirements of sections 491 and 492; and

(2) the Secretary, in accordance with section 492A, makes
a determination that the information expected to be obtained
through the survey will assist—

(A) in reducing the incidence of sexually transmitted

diseases, the incidence of infection with the human im-

munodeficiency virus, or the incidence of any other infec-

tious disease; or
(B) in improving reproductive health or other condi-
tions of health.
SEC. 404E. [283g] MUSCULAR DYSTROPHY; INITIATIVE THROUGH DI-
RECTOR OF NATIONAL INSTITUTES OF HEALTH.

(a) EXPANSION, INTENSIFICATION, AND COORDINATION OF AcC-
TIVITIES.—

(1) IN GENERAL.—The Director of NIH, in coordination
with the Directors of the National Institute of Neurological
Disorders and Stroke, the National Institute of Arthritis and
Musculoskeletal and Skin Diseases, the Eunice Kennedy Shriv-
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er National Institute of Child Health and Human Develop-
ment, the National Heart, Lung, and Blood Institute, and the
other national research institutes as appropriate, shall expand
and intensify programs of such Institutes with respect to re-
search and related activities concerning various forms of mus-
cular dystrophy, including Duchenne, Becker, congenital mus-
cular dystrophy, limb-girdle muscular dystrophy, myotonic,
facioscapulohumeral muscular dystrophy (referred to in this
section as “FSHD”) and other forms of muscular dystrophy.

(2) COORDINATION.—The Directors referred to in paragraph
(1) shall jointly coordinate the programs referred to in such
paragraph and consult with the Muscular Dystrophy Inter-
agency Coordinating Committee established under section 6 of
the MD-CARE Act.

(3) ALLOCATIONS BY DIRECTOR OF NIH.—The Director of
NIH shall allocate the amounts appropriated to carry out this
section for each fiscal year among the national research insti-
tutes referred to in paragraph (1).

(b) CENTERS OF EXCELLENCE.—

(1) IN GENERAL.—The Director of NIH shall award grants
and contracts under subsection (a)(1) to public or nonprofit pri-
vate entities to pay all or part of the cost of planning, estab-
lishing, improving, and providing basic operating support for
centers of excellence regarding research on various forms of
muscular dystrophy. Such centers of excellence shall be known
as the “Paul D. Wellstone Muscular Dystrophy Cooperative Re-
search Centers”.

(2) RESEArRCH.—Each center under paragraph (1) shall
supplement but not replace the establishment of a comprehen-
sive research portfolio in all the muscular dystrophies. As a
whole, the centers shall conduct basic and clinical research in
all forms of muscular dystrophy including early detection, diag-
nosis, prevention, and treatment, including the fields of muscle
biology, genetics, noninvasive imaging, cardiac and pulmonary
function, and pharmacological and other therapies.

(3) COORDINATION OF CENTERS.—The Director of NIH
shall, as appropriate, provide for the coordination of informa-
tion among centers under paragraph (1) and ensure regular
communication and sharing of data between such centers.

(4) ORGANIZATION OF CENTERS.—Each center under para-
graph (1) shall use the facilities of a single institution, or be
formed from a consortium of cooperating institutions, meeting
such requirements as may be prescribed by the Director of
NIH.

(5) DURATION OF SUPPORT.—Support for a center estab-
lished under paragraph (1) may be provided under this section
for a period of not to exceed 5 years. Such period may be ex-
tended for 1 or more additional periods not exceeding 5 years
if the operations of such center have been reviewed by an ap-
propriate technical and scientific peer review group established
by the Director of NIH and if such group has recommended to
the Director that such period should be extended.

(¢) FACILITATION OF RESEARCH.—The Director of NIH shall
provide for a program under subsection (a)(1) under which samples
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of tissues and genetic materials that are of use in research on mus-
cular dystrophy are donated, collected, preserved, and made avail-
able for such research. The program shall be carried out in accord-
ance with accepted scientific and medical standards for the dona-
tion, collection, and preservation of such samples.

(d) COORDINATING COMMITTEE.—

(1) IN GENERAL.—The Secretary shall establish the Mus-
cular Dystrophy Coordinating Committee (referred to in this
section as the “Coordinating Committee”) to coordinate activi-
ties across the National Institutes and with other Federal
health programs and activities relating to the various forms of
muscular dystrophy.

(2) CoMPOSITION.—The Coordinating Committee shall con-
sist of not more than 18 members to be appointed by the Sec-
retary, of which—

(A) %5 of such members shall represent governmental
agencies, including the directors or their designees of each
of the national research institutes involved in research
with respect to muscular dystrophy and representatives of
all other Federal departments and agencies whose pro-
grams involve health functions or responsibilities relevant
to such diseases, including the Centers for Disease Control
and Prevention, the Health Resources and Services Admin-
istration, the Food and Drug Administration, and the Ad-
ministration for Community Living and representatives of
other governmental agencies that serve children and
adults with muscular dystrophy, including the Department
of Education and the Social Security Administration; and

(B) Y3 of such members shall be public members, in-
cluding a broad cross section of persons affected with mus-
cular dystrophies including parents or legal guardians, af-
fected individuals, researchers, and clinicians.

Members appointed under subparagraph (B) shall serve for a
term of 3 years, and may serve for an unlimited number of
terms if reappointed.

(3) CHAIR.—

(A) IN GENERAL.—With respect to muscular dystrophy,
the Chair of the Coordinating Committee shall serve as
the principal advisor to the Secretary, the Assistant Sec-
retary for Health, and the Director of NIH, and shall pro-
vide advice to the Director of the Centers for Disease Con-
trol and Prevention, the Commissioner of Food and Drugs,
and to the heads of other relevant agencies. The Coordi-
nating Committee shall select the Chair for a term not to
exceed 2 years.

(B) APPOINTMENT.—The Chair of the Committee shall
be appointed by and be directly responsible to the Sec-
retary.

(4) ADMINISTRATIVE SUPPORT; TERMS OF SERVICE; OTHER
PROVISIONS.—The following shall apply with respect to the Co-
ordinating Committee:

(A) The Coordinating Committee shall receive nec-
essary and appropriate administrative support from the
Department of Health and Human Services.
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(B) The Coordinating Committee shall meet as appro-
priate as determined by the Secretary, in consultation with
the chair, but shall meet no fewer than two times per cal-
endar year.

(e) PLAN FOR HHS ACTIVITIES.—

(1) IN GENERAL.—Not later than 1 year after the date of
enactment of this section, the Coordinating Committee shall
develop a plan for conducting and supporting research and
education on muscular dystrophy through the agencies rep-
resented on the Coordinating Committee pursuant to sub-
section (d)(2)(A) and shall periodically review and revise the
plan. The plan shall—

(A) provide for a broad range of research and edu-
cation activities relating to biomedical, epidemiological,
psychosocial, public services, and rehabilitative issues, in-
cluding studies of the impact of such diseases in rural and
underserved communities, studies to demonstrate the cost-
effectiveness of providing independent living resources and
support to patients with various forms of muscular dys-
trophy, and studies to determine optimal clinical care
interventions for adults with various forms of muscular
dystrophy;

(B) identify priorities among the programs and activi-
ties of the National Institutes of Health regarding such
diseases; and

(C) reflect input from a broad range of scientists, pa-
tients, and advocacy groups.

(2) CERTAIN ELEMENTS OF PLAN.—The plan under para-
graph (1) shall, with respect to each form of muscular dys-
trophy, provide for the following as appropriate:

(A) Research to determine the reasons underlying the
incidence and prevalence of various forms of muscular dys-
trophy.

(B) Basic research concerning the etiology and genetic
links of the disease and potential causes of mutations.

(C) The development of improved screening tech-
niques.

(D) Basic and clinical research for the development
and evaluation of new treatments, including new biological
agents and new clinical interventions to improve the
health of those with muscular dystrophy.

(E) Information and education programs for health
care professionals and the public.

(f) PuBLic INPUT.—The Secretary shall, under subsection (a)(1),
provide for a means through which the public can obtain informa-
tion on the existing and planned programs and activities of the De-
partment of Health and Human Services with respect to various
forms of muscular dystrophy and through which the Secretary can
receive comments from the public regarding such programs and ac-
tivities.

(g) CLiNicAL RESEARCH.—The Coordinating Committee may
evaluate the potential need to enhance the clinical research infra-
structure required to test emerging therapies for the various forms
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of muscular dystrophy by prioritizing the achievement of the goals
related to this topic in the plan under subsection (e)(1).

[Section 404F was transferred and redesignated as section 481
by section 221(c)(2)(A)(i) of Public Law 112-74.]

[Section 404G was transferred and redesignated as section
481A by section 221(c)(3) of Public Law 112-74.]

[Section 404H was repealed by section 2042(f)(1) of Public Law
114-255.]

SEC. 4041. [283k] BIOMEDICAL AND BEHAVIORAL RESEARCH FACILI-
TIES.

(a) MODERNIZATION AND CONSTRUCTION OF FACILITIES.—

(1) IN GENERAL.—The Director of NIH, acting through the
Office of the Director of NIH or the Director of the National
Institute of Allergy and Infectious Diseases, may make grants
or contracts to public and nonprofit private entities to expand,
remodel, renovate, or alter existing research facilities or con-
struct new research facilities, subject to the provisions of this
section.

(2) CONSTRUCTION AND COST OF CONSTRUCTION.—For pur-
poses of this section, the terms “construction” and “cost of con-
struction” include the construction of new buildings and the ex-
pansion, renovation, remodeling, and alteration of existing
buildings, including architects’ fees, but do not include the cost
of acquisition of land or off-site improvements.

(b) SCIENTIFIC AND TECHNICAL REVIEW BOARDS FOR MERIT-
BASED REVIEW OF PROPOSALS.—

(1) IN GENERAL: APPROVAL AS PRECONDITION TO GRANTS.—

(A) ESTABLISHMENT.—There is established a Scientific
and Technical Review Board on Biomedical and Behavioral
Research Facilities (referred to in this section as the
“Board”).

(B) REQUIREMENT.—The Director of NIH, acting
through the Office of the Director of NIH, may approve an
application for a grant under subsection (a) only if the
Board has under paragraph (2) recommended the applica-
tion for approval.

(2) DUTIES.—

(A) ADVICE.—The Board shall provide advice to the Di-
rector of NIH and the Council of Councils established
under section 402(1) (in this section referred to as the
“Council”) in carrying out this section.

(B) DETERMINATION OF MERIT.—In carrying out sub-
paragraph (A), the Board shall make a determination of
the merit of each application submitted for a grant under
subsection (a), after consideration of the requirements es-
tablished in subsection (c), and shall report the results of
the determination to the Director of NIH and the Council.
Such determinations shall be conducted in a manner con-
sistent with procedures established under section 492.

(C) AMOUNT.—In carrying out subparagraph (A), the
Board shall, in the case of applications recommended for
approval, make recommendations to the Director and the
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Council on the amount that should be provided under the

grant.

(D) ANNUAL REPORT.—In carrying out subparagraph
(A), the Board shall prepare an annual report for the Di-
rector of NIH and the Council describing the activities of
the Board in the fiscal year for which the report is made.
Each such report shall be available to the public, and
shall—

(1) summarize and analyze expenditures made
under this section;

(i) provide a summary of the types, numbers, and
amounts of applications that were recommended for
grants under subsection (a) but that were not ap-
proved by the Director of NIH; and

(iii) contain the recommendations of the Board for
any changes in the administration of this section.

(3) MEMBERSHIP.—

(A) IN GENERAL.—Subject to subparagraph (B), the
Board shall be composed of 15 members to be appointed by
the Director of NIH, acting through the Office of the Direc-
tor of NIH, and such ad-hoc or temporary members as the
Director of NIH, acting through the Office of the Director
of NIH, determines to be appropriate. All members of the
Board, including temporary and ad-hoc members, shall be
voting members.

(B) LIMITATION.—Not more than three individuals who
are officers or employees of the Federal Government may
serve as members of the Board.

(4) CERTAIN REQUIREMENTS REGARDING MEMBERSHIP.—In
selecting individuals for membership on the Board, the Direc-
tor of NIH, acting through the Office of the Director of NIH,
shall ensure that the members are individuals who, by virtue
of their training or experience, are eminently qualified to per-
form peer review functions. In selecting such individuals for
such membership, the Director of NIH, acting through the Of-
fice of the Director of NIH, shall ensure that the members of
the Board collectively—

(A) are experienced in the planning, construction, fi-
nancing, and administration of entities that conduct bio-
medical or behavioral research sciences;

(B) are knowledgeable in making determinations of
the need of entities for biomedical or behavioral research
facilities, including such facilities for the dentistry, nurs-
ing, pharmacy, and allied health professions;

(C) are knowledgeable in evaluating the relative prior-
ities for applications for grants under subsection (a) in
view of the overall research needs of the United States;
and

(D) are experienced with emerging centers of excel-
lence, as described in subsection (c)(2).

(5) CERTAIN AUTHORITIES.—

(A) WORKSHOPS AND CONFERENCES.—In carrying out
paragraph (2), the Board may convene workshops and con-
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ferences, and collect data as the Board considers appro-

priate.

(B) SUBCOMMITTEES.—In carrying out paragraph (2),
the Board may establish subcommittees within the Board.
Such subcommittees may hold meetings as determined
necessary to enable the subcommittee to carry out its du-
ties.

(6) TERMS.—

(A) IN GENERAL.—Except as provided in subparagraph
(B), each appointed member of the Board shall hold office
for a term of 4 years. Any member appointed to fill a va-
cancy occurring prior to the expiration of the term for
which such member’s predecessor was appointed shall be
appointed for the remainder of the term of the predecessor.

(B) STAGGERED TERMS.—Members appointed to the
Board shall serve staggered terms as specified by the Di-
rector of NIH, acting through the Office of the Director of
NIH, when making the appointments.

(C) REAPPOINTMENT.—No member of the Board shall
be eligible for reappointment to the Board until 1 year has
le)lapsed after the end of the most recent term of the mem-

er.

(7) COMPENSATION.—Members of the Board who are not of-
ficers or employees of the United States shall receive for each
day the members are engaged in the performance of the func-
tions of the Board compensation at the same rate received by
members of other national advisory councils established under
this title.

(¢) REQUIREMENTS FOR GRANTS.—

(1) IN GENERAL.—The Director of NIH, acting through the
Office of the Director of NIH or the National Institute of Al-
lergy and Infectious Diseases, may make a grant under sub-
section (a) only if the applicant for the grant meets the fol-
lowing conditions:

(A) The applicant is determined by such Director to be
competent to engage in the type of research for which the
proposed facility is to be constructed.

(B) The applicant provides assurances satisfactory to
the Director that—

(i) for not less than 20 years after completion of
the construction involved, the facility will be used for
the purposes of the research for which it is to be con-
structed;

(ii) sufficient funds will be available to meet the
non-Federal share of the cost of constructing the facil-
ity;

(iii) sufficient funds will be available, when con-
struction is completed, for the effective use of the facil-
itydfor the research for which it is being constructed;
an

(iv) the proposed construction will expand the ap-
plicant’s capacity for research, or is necessary to im-
prove or maintain the quality of the applicant’s re-
search.

June 23, 2022 As Amended Through P.L. 117-104, Enacted March 18, 2022



G:\COMP\PHSA\PUBLIC HEALTH SERVICE ACT-TITLE IVNATIONAL R... XML

Sec. 404 PUBLIC HEALTH SERVICE ACT 50

(C) The applicant meets reasonable qualifications es-
tablished by the Director with respect to—

(1) the relative scientific and technical merit of the
applications, and the relative effectiveness of the pro-
posed facilities, in expanding the capacity for bio-
medical or behavioral research and in improving the
quality of such research;

(i1) the quality of the research or training, or both,
to be carried out in the facilities involved;

(iii) the congruence of the research activities to be
carried out within the facility with the research and
in\gestigator manpower needs of the United States;
an

(iv) the age and condition of existing research fa-
cilities.

(D) The applicant has demonstrated a commitment to
enhancing and expanding the research productivity of the
applicant.

(2) INSTITUTIONS OF EMERGING EXCELLENCE.—From the
amount appropriated to carry out this section for a fiscal year
up to $50,000,000, the Director of NIH, acting through the Of-
fice of the Director of NIH, shall make available 25 percent of
such amount, and from the amount appropriated to carry out
this section for a fiscal year that is over $50,000,000, the Direc-
tor of NIH, acting through the Office of the Director of NIH,
shall make available up to 25 percent of such amount, for
grants under subsection (a) to applicants that in addition to
meeting the requirements established in paragraph (1), have
demonstrated emerging excellence in biomedical or behavioral
research, as follows:

(A) The applicant has a plan for research or training
advancement and possesses the ability to carry out the
plan.

(B) The applicant carries out research and research
training programs that have a special relevance to a prob-
lem, concern, or unmet health need of the United States.

(C) The applicant has been productive in research or
research development and training.

(D) The applicant—

(i) has been designated as a center of excellence
under section 739;

(i) is located in a geographic area whose popu-
lation includes a significant number of individuals
with health status deficit, and the applicant provides
health services to such individuals; or

(iii) is located in a geographic area in which a def-
icit in health care technology, services, or research re-
sources may adversely affect the health status of the
population of the area in the future, and the applicant
is carrying out activities with respect to protecting the
health status of such population.

(d) REQUIREMENT OF APPLICATION.—The Director of NIH, act-
ing through the Office of the Director of NIH or the National Insti-
tute of Allergy and Infectious Diseases, may make a grant under
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subsection (a) only if an application for the grant is submitted to
the Director and the application is in such form, is made in such
manner, and contains such agreements, assurances, and informa-
tion as the Director determines to be necessary to carry out this
section.

(e) AMOUNT OF GRANT; PAYMENTS.—

(1) AMOUNT.—The amount of any grant awarded under
subsection (a) shall be determined by the Director of NIH, act-
ing through the Office of the Director of NIH or the National
Institute of Allergy and Infectious Diseases,,” except that such
amount shall not exceed—

(A) 50 percent (or, in the case of the Institute, 75 per-
cent) of the necessary cost of the construction of a proposed
facility as determined by the Director; or

(B) in the case of a multipurpose facility, 40 percent
(or, in the case of the Institute, 75 percent) of that part of
the necessary cost of construction that the Director deter-
mines to be proportionate to the contemplated use of the
facility.

(2) RESERVATION OF AMOUNTS.—On the approval of any ap-
plication for a grant under subsection (a), the Director of NIH,
acting through the Office of the Director of NIH or the Na-
tional Institute of Allergy and Infectious Diseases, shall re-
serve, from any appropriation available for such grants, the
amount of such grant, and shall pay such amount, in advance
or by way of reimbursement, and in such installments con-
sistent with the construction progress, as the Director may de-
termine appropriate. The reservation of any amount by the Di-
rector under this paragraph may be amended by the Director,
either on the approval of an amendment of the application or
on the revision of the estimated cost of construction of the fa-
cility.

(3) EXCLUSION OF CERTAIN COSTS.—In determining the
amount of any grant under subsection (a), there shall be ex-
cluded from the cost of construction an amount equal to the
sum of—

(A) the amount of any other Federal grant that the ap-
plicant has obtained, or is assured of obtaining, with re-
spect to construction that is to be financed in part by a
grant authorized under this section; and

(B) the amount of any non-Federal funds required to
be expended as a condition of such other Federal grant.

(4) WAIVER OF LIMITATIONS.—The limitations imposed
under paragraph (1) may be waived at the discretion of the Di-
rector of NIH, acting through the Office of the Director of NITH
or the National Institute of Allergy and Infectious Diseases, for
applicants meeting the conditions described in subsection (c).
(f) RECAPTURE OF PAYMENTS.—If, not later than 20 years after

the completion of construction for which a grant has been awarded
under subsection (a)—

7Two commas in subsection (e)(1) so in law. See amendment made by section 221(b)(1)(B)(ii)
of division F of Public Law 112-74.
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(1) in the case of an award by the Director of NIH, acting
through the Office of the Director of NIH, the applicant or
other owner of the facility shall cease to be a public or non
profit private entity; or

(2) the facility shall cease to be used for the research pur-
poses for which it was constructed (unless the Director of NIH,
acting through the Office of the Director of NIH or the Na-
tional Institute of Allergy and Infectious Diseases, determines,
in accordance with regulations, that there is good cause for re-
leasing the applicant or other owner from obligation to do so),

the United States shall be entitled to recover from the applicant or
other owner of the facility the amount bearing the same ratio to
the current value (as determined by an agreement between the
parties or by action brought in the United States District Court for
the district in which such facility is situated) of the facility as the
amount of the Federal participation bore to the cost of the con-
struction of such facility.

(g) GUIDELINES.—Not later than 6 months after the date of the
enactment of this section, the Director of NIH, acting through the
Office of the Director of NIH, after consultation with the Council,
shall issue guidelines with respect to grants under subsection (a).

CONSTRUCTION OF REGIONAL CENTERS FOR RESEARCH ON PRIMATES

SEC. 404dJ. [2831] (a) With respect to activities carried out by
the Director of NIH, acting through the Office of the Director of
NIH, to support regional centers for research on primates, the Di-
rector of NIH may, for each of the fiscal years 1994 through 19968,
reserve from the amounts appropriated to carry out section 4041 up
to $2,500,000 for the purpose of making awards of grants and con-
tracts to public or nonprofit private entities to construct, renovate,
or otherwise improve such regional centers. The reservation of such
amounts for any fiscal year is subject to the availability of qualified
applicants for such awards.

(b) The Director of NIH may not make a grant or enter into
a contract under subsection (a) unless the applicant for such assist-
ance agrees, with respect to the costs to be incurred by the appli-
cant in carrying out the purpose described in such subsection, to
make available (directly or through donations from public or pri-
vate entities) non-Federal contributions in cash toward such costs
in an amount equal to not less than $1 for each $4 of Federal funds
provided in such assistance.

SEC. 404K. [283m] SANCTUARY SYSTEM FOR SURPLUS CHIMPANZEES.

(a) IN GENERAL.—The Secretary shall provide for the establish-
ment and operation in accordance with this section of a system to
provide for the lifetime care of chimpanzees that have been used,
or were bred or purchased for use, in research conducted or sup-
ported by the National Institutes of Health, the Food and Drug Ad-

8The probable intent of the Congress is that the authorization of appropriations be for fiscals
year 2000 through 2002. Section 304 of Public Law 106-505 (114 Stat. 2335) provided that sec-
tion 481B(a) “is amended by striking ‘1994’ and all that follows through ‘$5,000,000" and insert-
ing ‘2000 through 2002, reserve from the amounts appropriated under section 481A(i) such sums
as necessary’”. The amendment cannot be executed because a term referenced in the instruc-
tions, “$5,000,000”, does not appear in section 481B(a). The term “2,500,000” probably should
have been referenced.
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ministration, or other agencies of the Federal Government, and
with respect to which it has been determined by the Secretary that
the chimpanzees are not needed for such research (in this section
referred to as “surplus chimpanzees”).

(b) ADMINISTRATION OF SANCTUARY SYSTEM.—The Secretary
shall carry out this section, including the establishment of regula-
tions under subsection (d), in consultation with the board of direc-
tors of the nonprofit private entity that receives the contract under
subsection (e) (relating to the operation of the sanctuary system).

(c) ACCEPTANCE OF CHIMPANZEES INTO SYSTEM.—AIl surplus
chimpanzees owned by the Federal Government shall be accepted
into the sanctuary system. Subject to standards under subsection
(d)(4), any chimpanzee that is not owned by the Federal Govern-
ment can be accepted into the system if the owner transfers to the
sanctuary system title to the chimpanzee.

(d) STANDARDS FOR PERMANENT RETIREMENT OF SURPLUS
CHIMPANZEES.—

(1) IN GENERAL.—Not later than 180 days after the date of
the enactment of this section, the Secretary shall by regulation
establish standards for operating the sanctuary system to pro-
vide for the permanent retirement of surplus chimpanzees. In
establishing the standards, the Secretary shall consider the
recommendations of the board of directors of the nonprofit pri-
vate entity that receives the contract under subsection (e), and
shall consider the recommendations of the National Research
Council applicable to surplus chimpanzees that are made in
the report published in 1997 and entitled “Chimpanzees in Re-
search—Strategies for Their Ethical Care, Management, and
Use”.

(2) CHIMPANZEES ACCEPTED INTO SYSTEM.—With respect to
chimpanzees that are accepted into the sanctuary system,
standards under paragraph (1) shall include the following:

(A) A prohibition that the chimpanzees may not be
Fsed for research, except as authorized under paragraph
3).

(B) Provisions regarding the housing of the chim-
panzees.

(C) Provisions regarding the behavioral well-being of
the chimpanzees.

(D) A requirement that the chimpanzees be cared for
in accordance with the Animal Welfare Act.

(E) A requirement that the chimpanzees be prevented
from breeding.

(F) A requirement that complete histories be main-
tained on the health and use in research of the chim-
panzees.

(G) A requirement that the chimpanzees be monitored
for the purpose of promptly detecting the presence in the
chimpanzees of any condition that may be a threat to the
public health or the health of other chimpanzees.

(H) A requirement that chimpanzees posing such a
threat be contained in accordance with applicable rec-
ommendations of the Director of the Centers for Disease
Control and Prevention.
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(I) A prohibition that none of the chimpanzees may be
subjected to euthanasia, except as in the best interests of
the chimpanzee involved, as determined by the system and
an attending veterinarian.

(J) A prohibition that the chimpanzees may not be dis-
charged from the system.

(K) A provision that the Secretary may, in the discre-
tion of the Secretary, accept into the system chimpanzees
that are not surplus chimpanzees.

(L) Such additional standards as the Secretary deter-
mines to be appropriate.

(3) RESTRICTIONS REGARDING RESEARCH.—

(A) IN GENERAL.—For purposes of paragraph (2)(A),
standards under paragraph (1) shall provide that a chim-
panzee accepted into the sanctuary system may not be
used for studies or research, except that the chimpanzee
may be used for noninvasive behavioral studies or medical
studies based on information collected during the course of
normal veterinary care that is provided for the benefit of
the chimpanzee, provided that any such study involves
minimal physical and mental harm, pain, distress, and dis-
turbance to the chimpanzee and the social group in which
the chimpanzee lives.

(B) ADDITIONAL RESTRICTION.—For purposes of para-
graph (2)(A), a condition for the use in studies or research
of a chimpanzee accepted into the sanctuary system is (in
addition to conditions under subparagraph (A) of this para-
graph) that the applicant for such use has not been fined
for, or signed a consent decree for, any violation of the Ani-
mal Welfare Act.

(4) NON-FEDERAL CHIMPANZEES OFFERED FOR ACCEPTANCE
INTO SYSTEM.—With respect to a chimpanzee that is not owned
by the Federal Government and is offered for acceptance into
the sanctuary system, standards under paragraph (1) shall in-
clude the following:

(A) A provision that the Secretary may authorize the
imposition of a fee for accepting such chimpanzee into the
system, except as follows:

(i) Such a fee may not be imposed for accepting
the chimpanzee if, on the day before the date of the
enactment of this section, the chimpanzee was owned
by the nonprofit private entity that receives the con-
tract under subsection (e) or by any individual sanc-
tuary facility receiving a subcontract or grant under
subsection (e)(1).

(i1) Such a fee may not be imposed for accepting
the chimpanzee if the chimpanzee is owned by an enti-
ty that operates a primate center, and if the chim-
panzee is housed in the primate center pursuant to
the program for regional centers for research on pri-
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mates that is carried out by the Director of NIH, act-

ing through the Office of the Director of NIH,.?

Any fees collected under this subparagraph are available

to the Secretary for the costs of operating the system. Any

other fees received by the Secretary for the long-term care
of chimpanzees (including any Federal fees that are col-
lected for such purpose and are identified in the report
under section 3 of the Chimpanzee Health Improvement,

Maintenance, and Protection Act) are available for oper-

ating the system, in addition to availability for such other

purposes as may be authorized for the use of the fees.

(B) A provision that the Secretary may deny such
chimpanzee acceptance into the system if the capacity of
the system is not sufficient to accept the chimpanzee, tak-
ing into account the physical capacity of the system; the fi-
nancial resources of the system; the number of individuals
serving as the staff of the system, including the number of
professional staff; the necessity of providing for the safety
of the staff and of the public; the necessity of caring for ac-
cepted chimpanzees in accordance with the standards
under paragraph (1); and such other factors as may be ap-
propriate.

(C) A provision that the Secretary may deny such
chimpanzee acceptance into the system if a complete his-
tory of the health and use in research of the chimpanzee
is not available to the Secretary.

(D) Such additional standards as the Secretary deter-
mines to be appropriate.

(e) AWARD OF CONTRACT FOR OPERATION OF SYSTEM.—

(1) IN GENERAL.—Subject to the availability of funds pur-
suant to subsection (g), the Secretary shall make an award of
a contract to a nonprofit private entity under which the entity
has the responsibility of operating (and establishing, as appli-
cable) the sanctuary system and awarding subcontracts or
grants to individual sanctuary facilities that meet the stand-
ards under subsection (d).

(2) REQUIREMENTS.—The Secretary may make an award
under paragraph (1) to a nonprofit private entity only if the en-
tity meets the following requirements:

(A) The entity has a governing board of directors that
is composed and appointed in accordance with paragraph
(3) and is satisfactory to the Secretary.

(B) The terms of service for members of such board are
in accordance with paragraph (3).

(C) The members of the board serve without com-
pensation. The members may be reimbursed for travel,
subsistence, and other necessary expenses incurred in car-
rying out the duties of the board.

(D) The entity has an executive director meeting such
requirements as the Secretary determines to be appro-
priate.

9A period followed by a comma in clause (ii) so in law. See amendment made by section
221(b)(3)(B) of division F of Public Law 112-74.
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(E) The entity makes the agreement described in para-
graph (4) (relating to non-Federal contributions).

(F) The entity agrees to comply with standards under
subsection (d).

(G) The entity agrees to make necropsy reports on
chimpanzees in the sanctuary system available on a rea-
sonable basis to persons who conduct biomedical or behav-
ioral research, with priority given to such persons who are
Federal employees or who receive financial support from
the Federal Government for research.

(H) Such other requirements as the Secretary deter-
mines to be appropriate.

(3) BOARD OF DIRECTORS.—For purposes of subparagraphs
(A) and (B) of paragraph (2):

(A) The governing board of directors of the nonprofit
private entity involved is composed and appointed in ac-
cordance with this paragraph if the following conditions
are met:

(i) Such board is composed of not more than 13
voting members.

(i1) Such members include individuals with exper-
tise and experience in the science of managing captive
chimpanzees (including primate veterinary care), ap-
pointed from among individuals endorsed by organiza-
tions that represent individuals in such field.

(iii) Such members include individuals with exper-
tise and experience in the field of animal protection,
appointed from among individuals endorsed by organi-
zations that represent individuals in such field.

(iv) Such members include individuals with exper-
tise and experience in the zoological field (including
behavioral primatology), appointed from among indi-
viduals endorsed by organizations that represent indi-
viduals in such field.

(v) Such members include individuals with exper-
tise and experience in the field of the business and
management of nonprofit organizations, appointed
from among individuals endorsed by organizations
that represent individuals in such field.

(vi) Such members include representatives from
entities that provide accreditation in the field of lab-
oratory animal medicine.

(vii) Such members include individuals with ex-
pertise and experience in the field of containing bio-
hazards.

(viii) Such members include an additional member
who serves as the chair of the board, appointed from
among individuals who have been endorsed for pur-
poses of clause (ii), (iii), (iv), or (v).

(ix) None of the members of the board has been
fined for, or signed a consent decree for, any violation
of the Animal Welfare Act.
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(B) The terms of service for members of the board of
directors are in accordance with this paragraph if the fol-
lowing conditions are met:

(i) The term of the chair of the board is 3 years.

(i1) The initial members of the board select, by a
random method, one member from each of the six
fields specified in subparagraph (A) to serve a term of
2 years and (in addition to the chair) one member
from each of such fields to serve a term of 3 years.

(iii) After the initial terms under clause (ii) expire,
each member of the board (other than the chair) is ap-
pointed to serve a term of 2 years.

(iv) An individual whose term of service expires
may be reappointed to the board.

(v) A vacancy in the membership of the board is
filled in the manner in which the original appointment
was made.

(vi) If a member of the board does not serve the
full term applicable to the member, the individual ap-
pointed to fill the resulting vacancy is appointed for
the remainder of the term of the predecessor member.

(4) REQUIREMENT OF MATCHING FUNDS.—The agreement
required in paragraph (2)(E) for a nonprofit private entity (re-
lating to the award of the contract under paragraph (1)) is an
agreement that, with respect to the costs to be incurred by the
entity in establishing and operating the sanctuary system, the
entity will make available (directly or through donations from
public or private entities) non-Federal contributions toward
such costs, in cash or in kind, in an amount not less than the
following, as applicable:

(A) For expenses associated with establishing the
sanctuary system (as determined by the Secretary), 10 per-
cent of such costs ($1 for each $9 of Federal funds provided
under the contract under paragraph (1)).

(B) For expenses associated with operating the sanc-
tuary system (as determined by the Secretary), 25 percent
of such costs ($1 for each $3 of Federal funds provided
under such contract).

(5) ESTABLISHMENT OF CONTRACT ENTITY.—If the Secretary
determines that an entity meeting the requirements of para-
graph (2) does not exist, not later than 60 days after the date
of the enactment of this section, the Secretary shall, for pur-
poses of paragraph (1), make a grant for the establishment of
such an entity, including paying the cost of incorporating the
entity under the law of one of the States.

(f) DEFINITIONS.—For purposes of this section:

(1) PERMANENT RETIREMENT.—The term “permanent re-
tirement”, with respect to a chimpanzee that has been accepted
into the sanctuary system, means that under subsection (a) the
system provides for the lifetime care of the chimpanzee, that
under subsection (d)(2) the system does not permit the chim-
panzee to be used in research (except as authorized under sub-
section (d)(3)) or to be euthanized (except as provided in sub-
section (d)(2)(I)), that under subsection (d)(2) the system will
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not discharge the chimpanzee from the system, and that under
such subsection the system otherwise cares for the chimpanzee.

(2) SANCTUARY SYSTEM.—The term “sanctuary system”
means the system described in subsection (a).

(3) SECRETARY.—The term “Secretary” means the Sec-
retary of Health and Human Services.

(4) SURPLUS CHIMPANZEES.—The term “surplus chim-
panzees” has the meaning given that term in subsection (a).

(g) FUNDING.—

(1) IN GENERAL.—Of the amount appropriated for the Na-
tional Institutes of Health, there are authorized to be appro-
priated to carry out this section and for the care, maintenance,
and transportation of all chimpanzees otherwise under the
ownership or control of the National Institutes of Health, and
to enable the National Institutes of Health to operate more ef-
ficiently and economically by decreasing the overall Federal
cost of providing for the care, maintenance, and transportation
of chimpanzees—

(A) for fiscal year 2014, $12,400,000;

(B) for fiscal year 2015, $11,650,000;

(C) for fiscal year 2016, $10,900,000;

(D) for fiscal year 2017, $10,150,000; and
(E) for fiscal year 2018, $9,400,000.

(2) USE OF FUNDS FOR OTHER COMPLIANT FACILITIES.—With
respect to amounts authorized to be appropriated by paragraph
(1) for a fiscal year, the Secretary may use a portion of such
amounts to make awards of grants or contracts to public or pri-
vate entities operating facilities that, as determined by the
Secretary in consultation with the board of directors of the
nonprofit private entity that receives the contract under sub-
section (e), provide for the retirement of chimpanzees in ac-
cordance with the same standards that apply to the sanctuary
system pursuant to regulations under subsection (d). Such an
award may be expended for the expenses of operating the fa-
cilities involved.

(3) BIENNIAL REPORT.—Not later than 180 days after the
date enactment of this Act, the Director of the National Insti-
tutes of Health shall submit to the Committee on Health, Edu-
cation, Labor, and Pensions and the Committee on Appropria-
tions of the Senate and the Committee on Energy and Com-
merce and the Committee on Appropriations in the House of
Representatives a report, to be updated biennially, regarding—

(A) the care, maintenance, and transportation of the
chimpanzees under the ownership or control of the Na-
tional Institutes of Health;

(B) costs related to such care, maintenance, and trans-
portation, and any other related costs; and

(C) the research status of such chimpanzees.

SEC. 404L. [283n] SHARED INSTRUMENTATION GRANT PROGRAM.
(a) REQUIREMENTS FOR GRANTS.—In determining whether to
award a grant to an applicant under the Shared Instrumentation
Grant Program, the Director of NIH, acting through the Office of
the Director of NIH, shall consider—
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(1) the extent to which an award for the specific instru-
ment involved would meet the scientific needs and enhance the
planned research endeavors of the major users by providing an
instrument that is unavailable or to which availability is high-
ly limited,;

(2) with respect to the instrument involved, the avail-
ability and commitment of the appropriate technical expertise
within the major user group or the applicant institution for use
of the instrumentation;

(3) the adequacy of the organizational plan for the use of
the instrument involved and the internal advisory committee
for oversight of the applicant, including sharing arrangements
if any;

(4) the applicant’s commitment for continued support of
the utilization and maintenance of the instrument; and

(5) the extent to which the specified instrument will be
shared and the benefit of the proposed instrument to the over-
all research community to be served.

(b) PEER REVIEW.—In awarding grants under the program de-
scribed in subsection (a), the Director of NIH, acting through the
Office of the Director of NIH, shall comply with the peer review re-
quirements in section 492.

SEC. 404M. [2830] NEXT GENERATION OF RESEARCHERS.

(a) NEXT GENERATION OF RESEARCHERS INITIATIVE.—There
shall be established within the Office of the Director of the Na-
tional Institutes of Health, the Next Generation of Researchers Ini-
tiative (referred to in this section as the “Initiative”), through
which the Director shall coordinate all policies and programs with-
in the National Institutes of Health that are focused on promoting
and providing opportunities for new researchers and earlier re-
search independence.

(b) AcTIVITIES.—The Director of the National Institutes of
Health, through the Initiative shall—

(1) promote policies and programs within the National In-
stitutes of Health that are focused on improving opportunities
for new researchers and promoting earlier research independ-
ence, including existing policies and programs, as appropriate;

(2) develop, modify, or prioritize policies, as needed, within
the National Institutes of Health to promote opportunities for
new researchers and earlier research independence, such as
policies to increase opportunities for new researchers to receive
funding, enhance training and mentorship programs for re-
searchers, and enhance workforce diversity;

(3) coordinate, as appropriate, with relevant agencies, pro-
fessional and academic associations, academic institutions, and
others, to improve and update existing information on the bio-
medical research workforce in order to inform programs related
to the training, recruitment, and retention of biomedical re-
searchers; and

(4) carry out other activities, including evaluation and
oversight of existing programs, as appropriate, to promote the
development of the next generation of researchers and earlier
research independence.
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SEC. 404N. [283p] POPULATION FOCUSED RESEARCH.

The Director of the National Institutes of Health shall, as ap-
propriate, encourage efforts to improve research related to the
health of sexual and gender minority populations, including by—

(1) facilitating increased participation of sexual and gender
minority populations in clinical research supported by the Na-
tional Institutes of Health, and reporting on such participation,
as applicable;

(2) facilitating the development of valid and reliable meth-
ods for research relevant to sexual and gender minority popu-
lations; and

(3) addressing methodological challenges.

PART B—GENERAL PROVISIONS RESPECTING NATIONAL RESEARCH
INSTITUTES

APPOINTMENT AND AUTHORITY OF THE DIRECTORS OF THE NATIONAL
RESEARCH INSTITUTES

SEC. 405. [284]
(a) APPOINTMENT.—

(1) IN GENERAL.—The Director of the National Cancer In-
stitute shall be appointed by the President, and the Directors
of the other national research institutes and national centers
shall be appointed by the Secretary, acting through the Direc-
tor of National Institutes of Health. Each Director of a national
research institute or national center shall report directly to the
Director of National Institutes of Health.

(2) APPOINTMENT.—

(A) TERM.—A Director of a national research institute
or national center who is appointed by the Secretary, act-
ing through the Director of National Institutes of Health,
shall be appointed for 5 years.

(B) REAPPOINTMENT.—At the end of the term of a Di-
rector of a national research institute or national center,
the Director may be reappointed in accordance with stand-
ards applicable to the relevant appointment mechanism.
There shall be no limit on the number of terms that a Di-
rector may serve.

(C) Vacancies.—If the office of a Director of a na-
tional research institute or national center becomes vacant
before the end of such Director’s term, the Director ap-
pointed to fill the vacancy shall be appointed for a 5-year
term starting on the date of such appointment.

(D) CURRENT DIRECTORS.—Each Director of a national
research institute or national center who is serving on the
date of enactment of the 21st Century Cures Act shall be
deemed to be appointed for a 5-year term under this sub-
section beginning on such date of enactment.

(E) RULE OF CONSTRUCTION.—Nothing in this sub-
section shall be construed to limit the authority of the Sec-
retary or the Director of National Institutes of Health to
terminate the appointment of a director referred to in sub-
paragraph (A) before the expiration of such director’s 5-
year term.
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(F) NATURE OF APPOINTMENT.—Appointments and re-
appointments under this subsection shall be made on the
basis of ability and experience as it relates to the mission
of the National Institutes of Health and its components,
including compliance with any legal requirement that the
Secretary or Director of National Institutes of Health de-
termines relevant.

(3) NONAPPLICATION OF CERTAIN PROVISION.—The restric-
tions contained in section 202 of the Departments of Labor,
Health and Human Services, and Education, and Related
Agencies Appropriations Act, 1993 (Public Law 102-394; 42
U.S.C. 238f note) related to consultants and individual sci-
entists appointed for limited periods of time shall not apply to
Directors appointed under this subsection.

(b)(1) In carrying out the purposes of section 301 with respect
to human diseases or disorders or other aspects of human health
for which the national research institutes were established, the
Secretary, acting through the Director of each national research in-
stitute—

(A) shall encourage and support research, investigations,
experiments, demonstrations, and studies in the health
sciences related to—

(1) the maintenance of health,

(i1) the detection, diagnosis, treatment, and prevention
of human diseases and disorders,

(ii1) the rehabilitation of individuals with human dis-
eases, disorders, and disabilities, and

(iv) the expansion of knowledge of the processes un-
derlying human diseases, disorders, and disabilities, the
processes underlying the normal and pathological func-
tioning of the body and its organ systems, and the proc-
esses underlying the interactions between the human orga-
nism and the environment;

(B) may, subject to the peer review prescribed under sec-
tion 492(b) and any advisory council review under section
406(a)(3)(A)(i), conduct the research, investigations, experi-
ments, demonstrations, and studies referred to in subpara-
graph (A);

(C) shall, as appropriate, conduct and support research
that has the potential to transform the scientific field, has in-
herently higher risk, and that seeks to address major current
challenges;

(D) may conduct and support research training (i) for
which fellowship support is not provided under section 487,
and (ii) which is not residency training of physicians or other
health professionals;

(E) may develop, implement, and support demonstrations
and programs for the application of the results of the activities
of the institute to clinical practice and disease prevention ac-
tivities;

(F) may develop, conduct, and support public and profes-
sional education and information programs;
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(G) may secure, develop and maintain, distribute, and sup-
port the development and maintenance of resources needed for
research;

(H) may make available the facilities of the institute to ap-
propriate entities and individuals engaged in research activi-
ties and cooperate with and assist Federal and State agencies
charged with protecting the public health;

(I) may accept unconditional gifts made to the institute for
its activities, and, in the case of gifts of a value in excess of
$50,000, establish suitable memorials to the donor;

(J) may secure for the institute consultation services and
advice of persons from the United States or abroad;

(K) may use, with their consent, the services, equipment,
personnel, information, and facilities of other Federal, State, or
local public agencies, with or without reimbursement therefor;

(L) may accept voluntary and uncompensated services; and

(M) may perform such other functions as the Secretary de-
termines are needed to carry out effectively the purposes of the
institute.

The indemnification provisions of section 3861, title 10, United
States Code, shall apply with respect to contracts entered into
under this subsection and section 402(b).

(2) Support for an activity or program under this subsection
may be provided through grants, contracts, and cooperative agree-
ments. The Secretary, acting through the Director of each national
research institute—

(A) may enter into a contract for research, training, or
demonstrations only if the contract has been recommended
after technical and scientific peer review required by regula-
tions under section 492;

(B) may make grants and cooperative agreements under
paragraph (1) for research, training, or demonstrations, except
that—

(i) if the direct cost of the grant or cooperative agree-
ment to be made does not exceed $50,000, such grant or
cooperative agreement may be made only if such grant or
cooperative agreement has been recommended after tech-
nical and scientific peer review required by regulations
under section 492, and

(i1) if the direct cost of the grant or cooperative agree-
ment to be made exceeds $50,000, such grant or coopera-
tive agreement may be made only if such grant or coopera-
tive agreement has been recommended after technical and
scientific peer review required by regulations under section
492 and 1s recommended under section 406(a)(3)(A)(ii) by
the advisory council for the national research institute in-
volved; and
(C) shall, subject to section 2353(d)(2), receive from the

President and the Office of Management and Budget directly

all funds appropriated by the Congress for obligation and ex-

penditure by the Institute.

(3) Before an award is made by a national research institute
or by a national center for a grant for a research program or
project (commonly referred to as an “R-series grant”), other than an
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award constituting a noncompetitive renewal of such a grant, or a
noncompetitive administrative supplement to such a grant, the Di-
rector of such national research institute or national center shall,
consistent with the peer review process—

(A) review and make the final decision with respect to
making the award; and

(B) take into consideration, as appropriate—

(1) the mission of the national research institute or na-
tional center and the scientific priorities identified in the
strategic plan under section 402(m);

(i1) programs or projects funded by other agencies on
similar research topics; and

(iii) advice by staff and the advisory council or board
of such national research institute or national center.

(c) In carrying out subsection (b), each Director of a national
research institute—

(1) shall coordinate, as appropriate, the activities of the in-
stitute with similar programs of other public and private enti-
ties;

(2) shall cooperate with the Directors of the other national
research institutes in the development and support of multi-
disciplinary research and research that involves more than one
institute;

(3) may, in consultation with the advisory council for the
Institute and with the approval of the Director of NTH—

(A) establish technical and scientific peer review
groups in addition to those appointed under section
402(b)(16); and

(B) appoint the members of peer review groups estab-
lished under subparagraph (A); and
(4) may publish, or arrange for the publication of, informa-

tion with respect to the purpose of the Institute without regard
to section 501 of title 44, United States Code.
The Federal Advisory Committee Act shall not apply to the dura-
tion of a peer review group appointed under paragraph (3).

ADVISORY COUNCILS

SEC. 406. [284a] (a)(1) Except as provided in subsection (h),
the Secretary shall appoint an advisory council for each national
research institute which (A) shall advise, assist, consult with, and
make recommendations to the Secretary and the Director of such
institute on matters related to the activities carried out by and
through the institute and the policies respecting such activities,
and (B) shall carry out the special functions prescribed by part C.

(2) Each advisory council for a national research institute may
recommend to the Secretary acceptance, in accordance with section
231, of conditional gifts for study, investigation, or research re-
specting the diseases, disorders, or other aspect of human health
with respect to which the institute was established, for the acquisi-
tion of grounds, or for the construction, equipping, or maintenance
of facilities for the institute.

(3) Each advisory council for a national research institute—
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(A)i) may on the basis of the materials provided under
section 492(b)(2) respecting research conducted at the institute,
make recommendations to the Director of the institute respect-
ing such research,

(il) may review applications for grants and cooperative
agreements for research or training and for which advisory
council approval is required under section 405(b)(2) and rec-
ommend for approval applications for projects which show
pr(zimise of making valuable contributions to human knowledge,
an

(iii) may review any grant, contract, or cooperative agree-
ment proposed to be made or entered into by the institute;

(B) may collect, by correspondence or by personal inves-
tigation, information as to studies which are being carried on
in the United States or any other country as to the diseases,
disorders, or other aspect of human health with respect to
which the institute was established and with the approval of
the Director of the institute make available such information
through appropriate publications for the benefit of public and
private health entities and health professions personnel and
scientists and for the information of the general public; and

(C) may appoint subcommittees and convene workshops
and conferences.

(b)(1) Each advisory council shall consist of ex officio members
and not more than eighteen members appointed by the Secretary.
The ex officio members shall be nonvoting members.

. (2) The ex officio members of an advisory council shall consist
O R—

(A) the Secretary, the Director of NIH, the Director of the
national research institute for which the council is established,
the Chief Medical Director of the Department of Veterans Af-
fairs or the Chief Dental Director of the Department of Vet-
erans Affairs, and the Assistant Secretary of Defense for
Health Affairs (or the designees of such officers), and

(B) such additional officers or employees of the United
States as the Secretary determines necessary for the advisory
council to effectively carry out its functions.

(3) The members of an advisory council who are not ex officio
members shall be appointed as follows:

(A) Two-thirds of the members shall be appointed by the
Secretary from among the leading representatives of the health
and scientific disciplines (including not less than two individ-
uals who are leaders in the fields of public health and the be-
havioral or social sciences) relevant to the activities of the na-
tional research institute for which the advisory council is es-
tablished.

(B) One-third of the members shall be appointed by the
Secretary from the general public and shall include leaders in
fields of public policy, law, health policy, economics, and man-
agement.

(4) Members of an advisory council who are officers or employ-
ees of the United States shall not receive any compensation for
service on the advisory council. The other members of an advisory
council shall receive, for each day (including traveltime) they are
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engaged in the performance of the functions of the advisory council,
compensation at rates not to exceed the daily equivalent of the an-
nual rate in effect for grade GS—18 of the General Schedule.

(c) The term of office of an appointed member of an advisory
council is four years, except that any member appointed to fill a
vacancy for an unexpired term shall be appointed for the remain-
der of such term and the Secretary shall make appointments to an
advisory council in such a manner as to ensure that the terms of
the members do not all expire in the same year. A member may
serve after the expiration of the member’s term for 180 days after
the date of such expiration. A member who has been appointed for
a term of four years may not be reappointed to an advisory council
before two years from the date of expiration of such term of office.
If a vacancy occurs in the advisory council among the appointed
members, the Secretary shall make an appointment to fill the va-
cancy within 90 days from the date the vacancy occurs.

(d) The chairman of an advisory council shall be selected by
the Secretary from among the appointed members, except that the
Secretary may select the Director of the national research institute
for which the advisory council is established to be the chairman of
the advisory council. The term of office of the chairman shall be
two years.

(e) The advisory council shall meet at the call of the chairman
or upon the request of the Director of the national research insti-
tute for which it was established, but at least three times each fis-
cal year. The location of the meetings of each advisory council is
subject to the approval of the Director of the national research in-
stitute for which the advisory council was established.

(f) The Director of the national research institute for which an
advisory council is established shall designate a member of the
staff of the institute to serve as the executive secretary of the advi-
sory council. The Director of such institute shall make available to
the advisory council such staff, information, and other assistance
as it may require to carry out its functions. The Director of such
institute shall provide orientation and training for new members of
the advisory council to provide them with such information and
training as may be appropriate for their effective participation in
the functions of the advisory council.

(g) Each advisory council may prepare, for inclusion in the bi-
ennial report made under section 407, (1) comments respecting the
activities of the advisory council in the fiscal years respecting
which the report is prepared, (2) comments on the progress of the
national research institute for which it was established in meeting
its objectives, and (3) recommendations respecting the future direc-
tions and program and policy emphasis of the institute. Each advi-
sory council may prepare such additional reports as it may deter-
mine appropriate.

(h)(1) Except as provided in paragraph (2), this section does
not terminate the membership of any advisory council for a na-
tional research institute which was in existence on the date of en-
3ctment of the Health Research Extension Act of 1985. After such

ate—
(A) the Secretary shall make appointments to each such
advisory council in such a manner as to bring about as soon
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as practicable the composition for such council prescribed by

this section;

(B) each advisory council shall organize itself in accord-
ance with this section and exercise the functions prescribed by
this section; and

(C) the Director of each national research institute shall
perform for such advisory council the functions prescribed by
this section.

(2)(A) The National Cancer Advisory Board shall be the advi-
sory council for the National Cancer Institute. This section applies
to the National Cancer Advisory Board, except that—

(i) appointments to such Board shall be made by the Presi-
dent;

(i) the term of office of an appointed member shall be 6
years;

(iii) of the members appointed to the Board—

(I) not less than 5 members shall be individuals
knowledgeable in environmental carcinogenesis (including
carcinogenesis involving occupational and dietary factors);
and

(II) not less than one member shall be an individual
knowledgeable in pediatric oncology;

(iv) the chairman of the Board shall be selected by the
President from the appointed members and shall serve as
chairman for a term of two years;

(v) the ex officio members of the Board shall be nonvoting
members and shall be the Secretary, the Director of the Office
of Science and Technology Policy, the Director of NIH, the
Chief Medical Director of the Department of Veterans Affairs,
the Director of the National Institute for Occupational Safety
and Health, the Director of the National Institute of Environ-
mental Health Sciences, the Secretary of Labor, the Commis-
sioner of the Food and Drug Administration, the Administrator
of the Environmental Protection Agency, the Chairman of the
Consumer Product Safety Commission, the Assistant Secretary
of Defense for Health Affairs, and the Director of the Office of
Science of the Department of Energy (or the designees of such
officers); and

(vi) the Board shall meet at least four times each fiscal
year.

(B) This section applies to the advisory council to the National
Heart, Lung, and Blood Institute, except that the advisory council
shall meet at least four times each fiscal year. 10

CERTAIN USES OF FUNDS

SEC. 408. [284c] (a)(1) Except as provided in paragraph (2),
the sum of the amounts obligated in any fiscal year for administra-
tive expenses of the National Institutes of Health may not exceed
an amount which is 5.5 percent of the total amount appropriated
for such fiscal year for the National Institutes of Health.

10 Section 407 of the Public Health Service Act was repealed by section 104(b)(1)(C) of Public
Law 109-482 (120 Stat. 3693).
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(2) Paragraph (1) does not apply to the National Library of
Medicine, the National Center for Nursing Research, 11 the John E.
Fogarty International Center for Advanced Study in the Health
Sciences, the Warren G. Magnuson Clinical Center, and the Office
of Medical Applications of Research.

(3) For purposes of paragraph (1), the term “administrative ex-
penses” means expenses incurred for the support of activities rel-
evant to the award of grants, contracts, and cooperative agree-
ments and expenses incurred for general administration of the sci-
entific programs and activities of the National Institutes of Health.

(b) For fiscal year 1989 and subsequent fiscal years, amounts
made available to the National Institutes of Health shall be avail-
able for payment of nurses and allied health professionals in ac-
cordance with payment authorities, scheduling options, benefits,
and other authorities provided under chapter 73 of title 38, United
States Code, for nurses of the Department of Veterans Affairs.

DEFINITIONS

SEC. 409. [284d] (a) HEALTH SERVICE RESEARCH.—For pur-
poses of this title, the term “health services research” means re-
search endeavors that study the impact of the organization, financ-
ing and management of health services on the quality, cost, access
to and outcomes of care. Such term does not include research on
the efficacy of services to prevent, diagnose, or treat medical condi-
tions.

(b) CLINICAL RESEARCH.—As used in this title, the term “clin-
ical research” means patient oriented clinical research conducted
with human subjects, or research on the causes and consequences
of disease in human populations involving material of human ori-
gin (such as tissue specimens and cognitive phenomena) for which
an investigator or colleague directly interacts with human subjects
in an outpatient or inpatient setting to clarify a problem in human
physiology, pathophysiology or disease, or epidemiologic or behav-
ioral studies, outcomes research or health services research, or de-
Velolping new technologies, therapeutic interventions, or clinical
trials.

RESEARCH ON OSTEOPOROSIS, PAGET’S DISEASE, AND RELATED BONE
DISORDERS

SEC. 409A. [284e] (a) ESTABLISHMENT.—The Directors of the
National Institute of Arthritis and Musculoskeletal and Skin Dis-
eases, the National Institute on Aging, the National Institute of
Dental Research, 12 and the National Institute of Diabetes and Di-
gestive and Kidney Diseases, shall expand and intensify the pro-
grams of such Institutes with respect to research and related ac-
tivities concerning osteoporosis, Paget’s disease, and related bone
disorders.

(b) COORDINATION.—The Directors referred to in subsection (a)
shall jointly coordinate the programs referred to in such subsection
and consult with the Arthritis and Musculoskeletal Diseases Inter-

11 See footnote 2 for section 403(5).
12 See footnote for section 401(b)(1)(H).
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agency Coordinating Committee and the Interagency Task Force on
Aging Research.

(¢) INFORMATION CLEARINGHOUSE.—

(1) IN GENERAL.—In order to assist in carrying out the pur-
pose described in subsection (a), the Director of NIH shall pro-
vide for the establishment of an information clearinghouse on
osteoporosis and related bone disorders to facilitate and en-
hance knowledge and understanding on the part of health pro-
fessionals, patients, and the public through the effective dis-
semination of information.

(2) ESTABLISHMENT THROUGH GRANT OR CONTRACT.—For
the purpose of carrying out paragraph (1), the Director of NIH
shall enter into a grant, cooperative agreement, or contract
with a nonprofit private entity involved in activities regarding
the prevention and control of osteoporosis and related bone dis-
orders.

PARKINSON’S DISEASE
SEC. 409B. [42 U.S.C. 284f] (a) IN GENERAL.—The Director of

NIH shall establish a program for the conduct and support of re-
search and training with respect to Parkinson’s disease (subject to
the extent of amounts appropriated to carry out this section).

(b) INTER-INSTITUTE COORDINATION.—

(1) IN GENERAL.—The Director of NIH shall provide for the
coordination of the program established under subsection (a)
among all of the national research institutes conducting Par-
kinson’s disease research.

(2) CONFERENCE.—Coordination under paragraph (1) shall
include the convening of a research planning conference not
less frequently than once every 2 years. Each such conference
shall prepare and submit to the Committee on Appropriations
and the Committee on Labor and Human Resources of the Sen-
ate and the Committee on Appropriations and the Committee
on Commerce of the House of Representatives a report con-
cerning the conference.

(c) Morris K. UDALL RESEARCH CENTERS.—

(1) IN GENERAL.—The Director of NIH is authorized to
award Core Center Grants to encourage the development of in-
novative multidisciplinary research and provide training con-
cerning Parkinson’s disease. The Director is authorized to
award not more than 10 Core Center Grants and designate
each center funded under such grants as a Morris K. Udall
Center for Research on Parkinson’s Disease.

(2) REQUIREMENTS.—

(A) IN GENERAL.—With respect to Parkinson’s disease,
each center assisted under this subsection shall—

(1) use the facilities of a single institution or a con-
sortium of cooperating institutions, and meet such
qualifications as may be prescribed by the Director of
the NIH; and

(i1) conduct basic and clinical research.
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(B) DISCRETIONARY REQUIREMENTS.—With respect to
Parkinson’s disease, each center assisted under this sub-
section may—

(i) conduct training programs for scientists and
health professionals;

(i1) conduct programs to provide information and
continuing education to health professionals;

(iii) conduct programs for the dissemination of in-
formation to the public;

(iv) separately or in collaboration with other cen-
ters, establish a nationwide data system derived from
patient populations with Parkinson’s disease, and
where possible, comparing relevant data involving
general populations;

(v) separately or in collaboration with other cen-
ters, establish a Parkinson’s Disease Information
Clearinghouse to facilitate and enhance knowledge
and understanding of Parkinson’s disease; and

(vi) separately or in collaboration with other cen-
ters, establish a national education program that fos-
ters a national focus on Parkinson’s disease and the
care of those with Parkinson’s disease.

(3) STIPENDS REGARDING TRAINING PROGRAMS.—A center
may use funds provided under paragraph (1) to provide sti-
pends for scientists and health professionals enrolled in train-
ing programs under paragraph (2)(B).

(4) DURATION OF SUPPORT.—Support of a center under this
subsection may be for a period not exceeding five years. Such
period may be extended by the Director of NIH for one or more
additional periods of not more than five years if the operations
of such center have been reviewed by an appropriate technical
and scientific peer review group established by the Director
and if such group has recommended to the Director that such
period should be extended.

(d) Morris K. UDALL AWARDS FOR EXCELLENCE IN PARKIN-
SON’s DISEASE RESEARCH.—The Director of NIH is authorized to es-
tablish a grant program to support investigators with a proven
record of excellence and innovation in Parkinson’s disease research
and who demonstrate potential for significant future breakthroughs
in the understanding of the pathogensis, diagnosis, and treatment
of Parkinson’s disease. Grants under this subsection shall be avail-
able for a period of not to exceed 5 years.

EXPANSION, INTENSIFICATION, AND COORDINATION OF ACTIVITIES OF
NATIONAL INSTITUTES OF HEALTH WITH RESPECT TO RESEARCH ON
AUTISM SPECTRUM DISORDER 13

SEc. 409C. [284g] (a) IN GENERAL.—
(1) EXPANSION OF ACTIVITIES.—The Director of NIH (in
this section referred to as the “Director”) shall, subject to the

13Title I of Public Law 106-310 (114 Stat. 1105) established several programs regarding au-
tism, including the program under section 409C above. Section 105 of the Public Law requires
annual reports to the Congress on the implementation of such title I and the amendments made
by the title.
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availability of appropriations, expand, intensify, and coordinate
the activities of the National Institutes of Health with respect
to research on autism spectrum disorder, including basic and
clinical research in fields including pathology, developmental
neurobiology, genetics, epigenetics, pharmacology, nutrition,
immunology, neuroimmunology, neurobehavioral development,
endocrinology, gastroenterology, toxicology, and interventions
to maximize outcomes for individuals with autism spectrum
disorder. Such research shall investigate the causes (including
possible environmental causes), diagnosis or ruling out, early
and ongoing detection, prevention, services across the lifespan,
supports, intervention, and treatment of autism spectrum dis-
order, including dissemination and implementation of clinical
care, supports, interventions, and treatments.

(2) CONSOLIDATION.—The Director may consolidate pro-
gram activities under this section if such consolidation would
improve program efficiencies and outcomes.

(3) ADMINISTRATION OF PROGRAM; COLLABORATION AMONG
AGENCIES.—The Director shall carry out this section acting
through the Director of the National Institute of Mental Health
and in collaboration with any other agencies that the Director
determines appropriate.

(b) CENTERS OF EXCELLENCE.—

(1) IN GENERAL.—The Director shall under subsection
(a)(1) make awards of grants and contracts to public or non-
profit private entities to pay all or part of the cost of planning,
establishing, improving, and providing basic operating support
for centers of excellence regarding research on autism spec-
trum disorder.

(2) RESEARCH.—Each center under paragraph (1) shall con-
duct basic and clinical research into autism spectrum disorder.
Such research should include investigations into the causes, di-
agnosis, early and ongoing detection, prevention, and treat-
ment of autism spectrum disorder across the lifespan. The cen-
ters, as a group, shall conduct research including the fields of
developmental neurobiology, genetics, genomics,
psychopharmacology, developmental psychology, behavioral
psychology, and clinical psychology.

(3) SERVICES FOR PATIENTS.—

(A) IN GENERAL.—A center under paragraph (1) may
expend amounts provided under such paragraph to carry
out a program to make individuals aware of opportunities
to participate as subjects in research conducted by the cen-
ters.

(B) REFERRALS AND COSTS.—A program under sub-
paragraph (A) may, in accordance with such criteria as the
Director may establish, provide to the subjects described in
such subparagraph, referrals for health and other services,
and such patient care costs as are required for research.

(C) AVAILABILITY AND ACCESS.—The extent to which a
center can demonstrate availability and access to clinical
services shall be considered by the Director in decisions
about awarding grants to applicants which meet the sci-
entific criteria for funding under this section.
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(D) REDUCING DISPARITIES.—The Director may con-
sider, as appropriate, the extent to which a center can
demonstrate availability and access to clinical services for
youth and adults from diverse racial, ethnic, geographic, or
linguistic backgrounds in decisions about awarding grants
to applicants which meet the scientific criteria for funding
under this section.

(4) ORGANIZATION OF CENTERS.—Each center under para-
graph (1) shall use the facilities of a single institution, or be
formed from a consortium of cooperating institutions, meeting
such requirements as may be prescribed by the Director.

(5) NUMBER OF CENTERS; DURATION OF SUPPORT.—

(A) IN GENERAL.—The Director shall provide for the
establishment of not less than five centers under para-
graph (1).

(B) DURATION.—Support for a center established under
paragraph (1) may be provided under this section for a pe-
riod of not to exceed 5 years. Such period may be extended
for one or more additional periods not exceeding 5 years if
the operations of such center have been reviewed by an ap-
propriate technical and scientific peer review group estab-
lished by the Director and if such group has recommended
to the Director that such period should be extended.

(c) FACILITATION OF RESEARCH.—The Director shall under sub-
section (a)(1) provide for a program under which samples of tissues
and genetic materials that are of use in research on autism spec-
trum disorder are donated, collected, preserved, and made avail-
able for such research. The program shall be carried out in accord-
ance with accepted scientific and medical standards for the dona-
tion, collection, and preservation of such samples.

(d) PuBLic INPUT.—The Director shall under subsection (a)(1)
provide for means through which the public can obtain information
on the existing and planned programs and activities of the Na-
tional Institutes of Health with respect to autism spectrum dis-
order and through which the Director can receive comments from
the public regarding such programs and activities.

PEDIATRIC RESEARCH INITIATIVE

SEC. 409D. [284h] (a) ESTABLISHMENT.—The Secretary shall
establish within the Office of the Director of NIH a Pediatric Re-
search Initiative (referred to in this section as the “Initiative”) to
conduct and support research that is directly related to diseases,
disorders, and other conditions in children. The Initiative shall be
headed by the Director of NIH.

(b) PURPOSE.—The purpose of the Initiative is to provide funds
to enable the Director of NIH—

(1) to increase support for pediatric biomedical research
within the National Institutes of Health to realize the expand-
ing opportunities for advancement in scientific investigations
and care for children;

(2) to enhance collaborative efforts among the Institutes to
conduct and support multidisciplinary research in the areas
that the Director deems most promising; and
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(3) in coordination with the Food and Drug Administra-
tion, to increase the development of adequate pediatric clinical
trials and pediatric use information to promote the safer and
more effective use of prescription drugs in the pediatric popu-
lation.

(¢) DUTIES.—In carrying out subsection (b), the Director of NIH
shall—

(1) consult with the Director of the Eunice Kennedy Shriv-
er National Institute of Child Health and Human Development
and the other national research institutes, in considering their
requests for new or expanded pediatric research efforts, and
consult with the Administrator of the Health Resources and
Services Administration and other advisors as the Director de-
termines to be appropriate;

(2) have broad discretion in the allocation of any Initiative
assistance among the Institutes, among types of grants, and
between basic and clinical research so long as the assistance
is directly related to the illnesses and conditions of children;
and

(3) be responsible for the oversight of any newly appro-
priated Initiative funds and annually report to Congress and
the public on the extent of the total funds obligated to conduct
or support pediatric research across the National Institutes of
Health, including the specific support and research awards al-
located through the Initiative.

(d) NATIONAL PEDIATRIC RESEARCH NETWORK.—

(1) NETWORK.—In carrying out the Initiative, the Director
of NIH, in collaboration with the national research institutes
and national centers that carry out activities involving pedi-
atric research, shall support a National Pediatric Research
Network in order to more effectively support pediatric research
and optimize the use of Federal resources. Such National Pedi-
atric Research Network may be comprised of, as appropriate—

(A) the pediatric research consortia receiving awards
under paragraph (2); or

(B) other consortia, centers, or networks focused on pe-
diatric research that are recognized by the Director of NIH
and established pursuant to the authorities vested in the
National Institutes of Health by other sections of this Act.
(2) PEDIATRIC RESEARCH CONSORTIA.—

(A) IN GENERAL.—The Director of NIH shall award
funding, including through grants, contracts, or other
mechanisms, to public or private nonprofit entities for pro-
viding support for pediatric research consortia, including
with respect to—

(1) basie, clinical, behavioral, or translational re-
search to meet unmet needs for pediatric research;
and

(i1) training researchers in pediatric research tech-
niqlclles in order to address unmet pediatric research
needs.

(B) RESEARCH.—The Director of NIH shall, as appro-
priate, ensure that—
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(1) each consortium receiving an award under sub-
paragraph (A) conducts or supports at least one cat-
egory of research described in subparagraph (A)(i) and
collectively such consortia conduct or support such cat-
egories of research; and

(i) one or more such consortia provide training de-
scribed in subparagraph (A)(ii).

(C) ORGANIZATION OF CONSORTIUM.—Each consortium
receiving an award under subparagraph (A) shall—

(i) be formed from a collaboration of cooperating
institutions;

(ii) be coordinated by a lead institution or institu-
tions;

(iii) agree to disseminate scientific findings, in-
cluding from clinical trials, rapidly and efficiently, as
appropriate, to—

(I) other consortia;

(IT) the National Institutes of Health;
(ITT) the Food and Drug Administration;
(IV) and other relevant agencies; and

(iv) meet such requirements as may be prescribed
by the Director of NIH.

(D) SUPPLEMENT, NOT SUPPLANT.—Any support re-
ceived by a consortium under subparagraph (A) shall be
used to supplement, and not supplant, other public or pri-
vate support for activities authorized to be supported
under this paragraph.

(E) DURATION OF SUPPORT.—Support of a consortium
under subparagraph (A) shall be for a period of not to ex-
ceed 5 years. Such period may be extended at the discre-
tion of the Director of NIH.

(3) COORDINATION OF CONSORTIA ACTIVITIES.—The Director
of NIH shall, as appropriate—

(A) provide for the coordination of activities (including
the exchange of information and regular communication)
amongdthe consortia established pursuant to paragraph
(2); an

(B) require the periodic preparation and submission to
the Director of reports on the activities of each such con-
sortium.

(4) ASSISTANCE WITH REGISTRIES.—Each consortium receiv-
ing an award under paragraph (2)(A) may provide assistance,
as appropriate, to the Centers for Disease Control and Preven-
tion for activities related to patient registries and other sur-
veillance systems upon request by the Director of the Centers
for Disease Control and Prevention.

(e) RESEARCH ON PEDIATRIC RARE DISEASES OR CONDITIONS.—
In making awards under subsection (d)(2) for pediatric research
consortia, the Director of NIH shall ensure that an appropriate
number of such awards are awarded to such consortia that agree
to—

(1) consider pediatric rare diseases or conditions, or those
related to birth defects; and
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(2) conduct or coordinate one or more multisite clinical
trials of therapies for, or approaches to, the prevention, diag-
nosis, or treatment of one or more pediatric rare diseases or
conditions.

(f) TRANSFER OF FUNDS.—The Director of NIH may transfer
amounts appropriated under this section to any of the Institutes for
a fiscal year to carry out the purposes of the Initiative under this
section.

SEC. 409E. [284i] AUTOIMMUNE DISEASES.
(a) EXPANSION, INTENSIFICATION, AND COORDINATION OF AC-
TIVITIES.—

(1) IN GENERAL.—The Director of NIH shall expand, inten-
sify, and coordinate research and other activities of the Na-
tional Institutes of Health with respect to autoimmune dis-
eases.

(2) ALLOCATIONS BY DIRECTOR OF NIH.—With respect to
amounts appropriated to carry out this section for a fiscal year,
the Director of NIH shall allocate the amounts among the na-
tional research institutes that are carrying out paragraph (1).

(3) DEFINITION.—The term “autoimmune disease” includes,
for purposes of this section such diseases or disorders with evi-
dence of autoimmune pathogensis as the Secretary determines
to be appropriate.

(b) COORDINATING COMMITTEE.—

(1) IN GENERAL.—The Secretary shall ensure that the
Autoimmune Diseases Coordinating Committee (referred to in
this section as the “Coordinating Committee”) coordinates ac-
tivities across the National Institutes and with other Federal
health programs and activities relating to such diseases.

(2) ComPOSITION.—The Coordinating Committee shall be
composed of the directors or their designees of each of the na-
tional research institutes involved in research with respect to
autoimmune diseases and representatives of all other Federal
departments and agencies whose programs involve health func-
tions or responsibilities relevant to such diseases, including the
Centers for Disease Control and Prevention and the Food and
Drug Administration.

(3) CHAIR.—

(A) IN GENERAL.—With respect to autoimmune dis-
eases, the Chair of the Committee shall serve as the prin-
cipal advisor to the Secretary, the Assistant Secretary for
Health, and the Director of NIH, and shall provide advice
to the Director of the Centers for Disease Control and Pre-
vention, the Commissioner of Food and Drugs, and other
relevant agencies.

(B) DIRECTOR OF NIH.—The Chair of the Committee
shall be directly responsible to the Director of NTH.

(c) PLAN FOR NIH ACTIVITIES.—

(1) IN GENERAL.—Not later than 1 year after the date of
the enactment of this section, the Coordinating Committee
shall develop a plan for conducting and supporting research
and education on autoimmune diseases through the national
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research institutes and shall periodically review and revise the
plan. The plan shall—

(A) provide for a broad range of research and edu-
cation activities relating to biomedical, psychosocial, and
rehabilitative issues, including studies of the dispropor-
tionate impact of such diseases on women;

(B) identify priorities among the programs and activi-
ties of the National Institutes of Health regarding such
diseases; and

(C) reflect input from a broad range of scientists, pa-
tients, and advocacy groups.

(2) CERTAIN ELEMENTS OF PLAN.—The plan under para-
graph (1) shall, with respect to autoimmune diseases, provide
for the following as appropriate:

(A) Research to determine the reasons underlying the
incidence and prevalence of the diseases.

(B) Basic research concerning the etiology and causes
of the diseases.

(C) Epidemiological studies to address the frequency
and natural history of the diseases, including any dif-
ferences among the sexes and among racial and ethnic
groups.

(D) The development of improved screening tech-
niques.

(E) Clinical research for the development and evalua-
tion of new treatments, including new biological agents.

(F) Information and education programs for health
care professionals and the public.

(3) IMPLEMENTATION OF PLAN.—The Director of NIH shall
ensure that programs and activities of the National Institutes
of Health regarding autoimmune diseases are implemented in
accordance with the plan under paragraph (1).

MUSCULAR DYSTROPHY RESEARCH

SEc. 409F. [284j] (a) COORDINATION OF ACTIVITIES.—The Di-
rector of NIH shall expand and increase coordination in the activi-
ties of the National Institutes of Health with respect to research
on muscular dystrophies, including Duchenne muscular dystrophy.

(b) ADMINISTRATION OF PROGRAM; COLLABORATION AMONG
AGENCIES.—The Director of NIH shall carry out this section
through the appropriate institutes, including the National Institute
of Neurological Disorders and Stroke and in collaboration with any
other agencies that the Director determines appropriate.

SEC. 409G. [284k] CLINICAL RESEARCH.
(a) IN GENERAL.—The Director of National Institutes of Health
shall undertake activities to support and expand the involvement
of the National Institutes of Health in clinical research.
(b) REQUIREMENTS.—In carrying out subsection (a), the Direc-
tor of National Institutes of Health shall—
(1) consider the recommendations of the Division of Re-
search Grants Clinical Research Study Group and other rec-
ommendations for enhancing clinical research; and
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(2) establish intramural and extramural clinical research
fellowship programs directed specifically at medical and dental
students and a continuing education clinical research training
program at the National Institutes of Health.

(c) SUPPORT FOR THE DIVERSE NEEDS OF CLINICAL RE-
SEARCH.—The Director of National Institutes of Health, in coopera-
tion with the Directors of the Institutes, Centers, and Divisions of
the National Institutes of Health, shall support and expand the re-
sources available for the diverse needs of the clinical research com-
muni{:ly, including inpatient, outpatient, and critical care clinical re-
search.

(d) PEER REVIEW.—The Director of National Institutes of
Health shall establish peer review mechanisms to evaluate applica-
tions for the awards and fellowships provided for in subsection
(b)(2) and section 409D. Such review mechanisms shall include in-
dividuals who are exceptionally qualified to appraise the merits of
potential clinical research training and research grant proposals.

SEC. 409H. [2841]1 ENHANCEMENT AWARDS.
(a) MENTORED PATIENT-ORIENTED RESEARCH CAREER DEVELOP-
MENT AWARDS.—

(1) GRANTS.—

(A) IN GENERAL.—The Director of the National Insti-
tutes of Health shall make grants (to be referred to as
“Mentored Patient-Oriented Research Career Development
Awards”) to support individual careers in clinical research
at general clinical research centers or at other institutions
that have the infrastructure and resources deemed appro-
priate for conducting patient-oriented clinical research.

(B) Use.—Grants under subparagraph (A) shall be
used to support clinical investigators in the early phases
of their independent careers by providing salary and such
other support for a period of supervised study.

(2) APPLICATIONS.—An application for a grant under this
subsection shall be submitted by an individual scientist at such
time as the Director may require.

(b) MiD-CAREER INVESTIGATOR AWARDS IN PATIENT-ORIENTED
RESEARCH.—

(1) GRANTS.—

(A) IN GENERAL.—The Director of the National Insti-
tutes of Health shall make grants (to be referred to as
“Mid-Career Investigator Awards in Patient-Oriented Re-
search”) to support individual clinical research projects at
general clinical research centers or at other institutions
that have the infrastructure and resources deemed appro-
priate for conducting patient-oriented clinical research.

(B) USE.—Grants under subparagraph (A) shall be
used to provide support for mid-career level clinicians to
allow such clinicians to devote time to clinical research
and to act as mentors for beginning clinical investigators.
(2) APPLICATIONS.—An application for a grant under this

subsection shall be submitted by an individual scientist at such
time as the Director requires.
(c) GRADUATE TRAINING IN CLINICAL INVESTIGATION AWARD.—
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(1) IN GENERAL.—The Director of the National Institutes of
Health shall make grants (to be referred to as “Graduate
Training in Clinical Investigation Awards”) to support individ-
uals pursuing master’s or doctoral degrees in clinical investiga-
tion.

(2) APPLICATIONS.—An application for a grant under this
subsection shall be submitted by an individual scientist at such
time as the Director may require.

(3) LiMITATIONS.—Grants under this subsection shall be
for terms of 2 years or more and shall provide stipend, tuition,
and institutional support for individual advanced degree pro-
grams in clinical investigation.

(4) DEFINITION.—As used in this subsection, the term “ad-
vanced degree programs in clinical investigation” means pro-
grams that award a master’s or Ph.D. degree in clinical inves-
tigation after 2 or more years of training in areas such as the
following:

(A) Analytical methods, biostatistics, and study design.

(B) Principles of clinical pharmacology and pharmaco-
kinetics.

(C) Clinical epidemiology.

(D) Computer data management and medical
informatics.

(E) Ethical and regulatory issues.

(F) Biomedical writing.

(d) CLINICAL RESEARCH CURRICULUM AWARDS.—

(1) IN GENERAL.—The Director of the National Institutes of
Health shall make grants (to be referred to as “Clinical Re-
search Curriculum Awards”) to institutions for the develop-
ment and support of programs of core curricula for training
clinical investigators, including medical students. Such core
curricula may include training in areas such as the following:

(A) Analytical methods, biostatistics, and study design.

(B) Principles of clinical pharmacology and pharmaco-
kinetics.

(C) Clinical epidemiology.

(D) Computer data management and medical
informatics.

(E) Ethical and regulatory issues.

(F) Biomedical writing.

(2) APPLICATIONS.—An application for a grant under this
subsection shall be submitted by an individual institution or a
consortium of institutions at such time as the Director may re-
quire. An institution may submit only one such application.

(3) LIMITATIONS.—Grants under this subsection shall be
for terms of up to 5 years and may be renewable.

SEC. 4091. [284m] PROGRAM FOR PEDIATRIC STUDIES OF DRUGS. 14
(a) L1ST OF PRIORITY ISSUES IN PEDIATRIC THERAPEUTICS.—

14 Section 16 of Public Law 107-109 (115 Stat. 1421) requires the Comptroller General of the
United States, in consultation with the Secretary of Health and Human Services, to submit to
Congress a report that relates to section 4091 and to section 505A of the Federal Food, Drug,
and Cosmetic Act. The report is required to be submitted not later than October 1, 2006.
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(1) IN GENERAL.—Not later than one year after the date of
the enactment of the Best Pharmaceuticals for Children Act of
2007, the Secretary, acting through the Director of the Na-
tional Institutes of Health and in consultation with the Com-
missioner of Food and Drugs and experts in pediatric research,
shall develop and publish a priority list of needs in pediatric
therapeutics, including drugs, biological products, or indica-
tions that require study. The list shall be revised every three
years.

(2) CONSIDERATION OF AVAILABLE INFORMATION.—In devel-
oping and prioritizing the list under paragraph (1), the Sec-
retary—

(A) shall consider—

(i) therapeutic gaps in pediatrics that may include
developmental pharmacology, pharmacogenetic deter-
minants of drug response, metabolism of drugs and
biologics in children, and pediatric clinical trials;

(11) particular pediatric diseases, disorders or con-
ditions where more complete knowledge and testing of
therapeutics, including drugs and biologics, and identi-
fication of biomarkers for such diseases, disorders, or
cor(liditions, may be beneficial in pediatric populations;
an

(iii) the adequacy of necessary infrastructure to
conduct pediatric pharmacological research, including
research networks and trained pediatric investigators;
and
(B) may consider the availability of qualified counter-

measures (as defined in section 319F-1), security counter-

measures (as defined in section 319F-2), and qualified
pandemic or epidemic products (as defined in section
319F-3) to address the needs of pediatric populations, in
consultation with the Assistant Secretary for Preparedness
and Response, consistent with the purposes of this section.
(b) PEDIATRIC STUDIES AND RESEARCH.—The Secretary, acting
through the National Institutes of Health, shall award funds to en-
tities that have the expertise to conduct pediatric clinical trials or
other research (including qualified universities, hospitals, labora-
tories, contract research organizations, practice groups, federally
funded programs such as pediatric pharmacology research units,
other public or private institutions, or individuals) to enable the en-
tities to conduct the drug studies or other research on the issues
described in paragraphs (1) and (2)(A) of subsection (a). The Sec-
retary may use contracts, grants, or other appropriate funding
mechanisms to award funds under this subsection.
(c) PROCESS FOR PROPOSED PEDIATRIC STUDY REQUESTS AND
LABELING CHANGES.—

(1) SUBMISSION OF PROPOSED PEDIATRIC STUDY REQUEST.—
The Director of the National Institutes of Health shall, as ap-
propriate, submit proposed pediatric study requests for consid-
eration by the Commissioner of Food and Drugs for pediatric
studies of a specific pediatric indication identified under sub-
section (a). Such a proposed pediatric study request shall be
made in a manner equivalent to a written request made under
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subsection (b) or (c) of section 505A of the Federal Food, Drug,
and Cosmetic Act, or section 351(m) of this Act, including with
respect to the information provided on the pediatric studies to
be conducted pursuant to the request. The Director of the Na-
tional Institutes of Health may submit a proposed pediatric
study request for a drug for which—

(A)d) there is an approved application under section

505(j) of the Federal Food, Drug, and Cosmetic Act or sec-

tion 351(k) of this Act; or

(i1) there is a submitted application that could be ap-
proved under the criteria of such section; and
(B) there remains no patent listed pursuant to section

505(b)(1) of the Federal Food, Drug, and Cosmetic Act, and

every three-year and five-year period referred to in sub-

section (c)3)E){1), (c)(3)(E)Gii), (c)S)E)iv), GHEIF)1),

G)B)FHGii), or G)B)F)Ev) of section 505 of the Federal

Food, Drug, and Cosmetic Act, or applicable twelve-year

period referred to in section 351(k)(7) of this Act, and any

seven-year period referred to in section 527 of the Federal

Food, Drug, and Cosmetic Act has ended for at least one

form of the drug; and

(C) additional studies are needed to assess the safety
and effectiveness of the use of the drug in the pediatric
population.

(2) WRITTEN REQUEST TO HOLDERS OF APPROVED APPLICA-
TIONS.—The Commissioner of Food and Drugs, in consultation
with the Director of the National Institutes of Health, may
issue a written request based on the proposed pediatric study
request for the indication or indications submitted pursuant to
paragraph (1) (which shall include a timeframe for negotiations
for an agreement) for pediatric studies concerning a drug iden-
tified under subsection (a) to all holders of an approved appli-
cation for the drug. Such a written request shall be made in
a manner equivalent to the manner in which a written request
is made under subsection (b) or (c) of section 505A of the Fed-
eral Food, Drug, and Cosmetic Act or section 351(m) of this
Act, including with respect to information provided on the pe-
diatric studies to be conducted pursuant to the request and
using appropriate formulations for each age group for which
the study is requested.

(3) REQUESTS FOR PROPOSALS.—If the Commissioner of
Food and Drugs does not receive a response to a written re-
quest issued under paragraph (2) not later than 30 days after
the date on which a request was issued, the Secretary, acting
through the Director of the National Institutes of Health and
in consultation with the Commissioner of Food and Drugs,
shall publish a request for proposals to conduct the pediatric
studies described in the written request in accordance with
subsection (b).

(4) DISQUALIFICATION.—A holder that receives a first right
of refusal shall not be entitled to respond to a request for pro-
posals under paragraph (3).

(5) CONTRACTS, GRANTS, OR OTHER FUNDING MECHA-
NISMS.—A contract, grant, or other funding may be awarded
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under this section only if a proposal is submitted to the Sec-
retary in such form and manner, and containing such agree-
ments, assurances, and information as the Secretary deter-
mines to be necessary to carry out this section.

(6) REPORTING OF STUDIES.—

(A) IN GENERAL.—On completion of a pediatric study
in accordance with an award under this section, a report
concerning the study shall be submitted to the Director of
the National Institutes of Health and the Commissioner of
Food and Drugs. The report shall include all data gen-
erated in connection with the study, including a written
request if issued.

(B) AVAILABILITY OF REPORTS.—

(i) IN GENERAL.—Each report submitted under
subparagraph (A) shall be considered to be in the pub-
lic domain (subject to section 505A(d)(4) of the Federal
Food, Drug, and Cosmetic Act) and not later than 90
days after submission of such report, shall be—

(I) posted on the internet website of the Na-
tional Institutes of Health in a manner that is ac-
cessible and consistent with all applicable Federal
laws and regulations, including such laws and
regulations for the protection of—

(aa) human research participants, includ-
ing with respect to privacy, security, informed
consent, and protected health information;
and

(bb) proprietary interests, confidential
commercial information, and intellectual prop-
erty rights; and
(II) assigned a docket number by the Commis-

sioner of Food and Drugs and made available for

the submission of public comments.

(i1) SUBMISSION OF COMMENTS.—An interested per-
son may submit written comments concerning such pe-
diatric studies to the Commissioner of Food and
Drugs, and the submitted comments shall become part
of the docket file with respect to each of the drugs.

(C) ACTION BY COMMISSIONER.—The Commissioner of
Food and Drugs shall take action in a timely and appro-
priate manner in response to the reports submitted under
subparagraph (A), and shall begin such action upon receipt
of the report under subparagraph (A), in accordance with
paragraph (7).

(7) REQUESTS FOR LABELING CHANGE.—Within the 180-day
period after the date on which a report is submitted under
paragraph (6)(A), the Commissioner of Food and Drugs shall—

(A) review the report and such other data as are avail-
able concerning the safe and effective use in the pediatric
population of the drug studied,;

(B) negotiate with the holders of approved applications
for the drug studied for any labeling changes that the
Commissioner of Food and Drugs determines to be appro-
priate and requests the holders to make; and
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(C)d) include in the public docket file a reference to
the location of the report on the internet website of the
National Institutes of Health and a copy of any requested
labeling changes; and

(i) publish through a posting on the Web site of the
Food and Drug Administration a summary of the report
and a copy of any requested labeling changes.

(8) DISPUTE RESOLUTION.—

(A) REFERRAL TO PEDIATRIC ADVISORY COMMITTEE.—If,
not later than the end of the 180-day period specified in
paragraph (7), the holder of an approved application for
the drug involved does not agree to any labeling change re-
quested by the Commissioner of Food and Drugs under
that paragraph, the Commissioner of Food and Drugs shall
refer the request to the Pediatric Advisory Committee.

(B) ACTION BY THE PEDIATRIC ADVISORY COMMITTEE.—
Not later than 90 days after receiving a referral under
subparagraph (A), the Pediatric Advisory Committee
shall—

(1) review the available information on the safe
and effective use of the drug in the pediatric popu-
lation, including study reports submitted under this
section; and

(i1) make a recommendation to the Commissioner
of Food and Drugs as to appropriate labeling changes,
if any.

(9) FDA DETERMINATION.—Not later than 30 days after re-
ceiving a recommendation from the Pediatric Advisory Com-
mittee under paragraph (8)(B)(ii) with respect to a drug, the
Commissioner of Food and Drugs shall consider the rec-
ommendation and, if appropriate, make a request to the hold-
ers of approved applications for the drug to make any labeling
change that the Commissioner of Food and Drugs determines
to be appropriate.

(10) FAILURE TO AGREE.—If a holder of an approved appli-
cation for a drug, within 30 days after receiving a request to
make a labeling change under paragraph (9), does not agree to
make a requested labeling change, the Commissioner of Food
and Drugs may deem the drug to be misbranded under the
Federal Food, Drug, and Cosmetic Act.

(11) NO EFFECT ON AUTHORITY.—Nothing in this subsection
limits the authority of the United States to bring an enforce-
ment action under the Federal Food, Drug, and Cosmetic Act
when a drug lacks appropriate pediatric labeling. Neither
course of action (the Pediatric Advisory Committee process or
an enforcement action referred to in the preceding sentence)
shall preclude, delay, or serve as the basis to stay the other
course of action.

(d) AUTHORIZATION OF APPROPRIATIONS.—

(1) IN GENERAL.—There are authorized to be appropriated
to carry out this section, $25,000,000 for each of fiscal years
2018 through 2022.
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(2) AVAILABILITY.—Any amount appropriated under para-
graph (1) shall remain available to carry out this section until
expended.

SEC. 409J. [284q] PAIN RESEARCH.
(a) RESEARCH INITIATIVES.—

(1) IN GENERAL.—The Director of NIH is encouraged to
continue and expand, through the Pain Consortium, an aggres-
sive program of basic and clinical research on the causes of and
potential treatments for pain.

(2) ANNUAL RECOMMENDATIONS.—Not less than annually,
the Pain Consortium, in consultation with the Division of Pro-
gram Coordination, Planning, and Strategic Initiatives, shall
develop and submit to the Director of NIH recommendations
on appropriate pain research initiatives that could be under-
taken with funds reserved under section 402A(c)(1) for the
Common Fund or otherwise available for such initiatives.

(3) DEFINITION.—In this subsection, the term “Pain Con-
sortium” means the Pain Consortium of the National Institutes
of Health or a similar trans-National Institutes of Health co-
ordinating entity designated by the Secretary for purposes of
this subsection.

(b) INTERAGENCY PAIN RESEARCH COORDINATING COMMITTEE.—

(1) ESTABLISHMENT.—The Secretary shall establish not
later than 1 year after the date of the enactment of this section
and as necessary maintain a committee, to be known as the
Interagency Pain Research Coordinating Committee (in this
section referred to as the “Committee”), to coordinate all efforts
within the Department of Health and Human Services and
other Federal agencies that relate to pain research.

(2) MEMBERSHIP.—

(A) IN GENERAL.—The Committee shall be composed of
the following voting members:

(1) Not more than 7 voting Federal representatives
appoint by the Secretary from agencies that conduct
pain care research and treatment.

(i1) 12 additional voting members appointed under
subparagraph (B).

(B) ADDITIONAL MEMBERS.—The Committee shall in-
clude additional voting members appointed by the Sec-
retary as follows:

(i) 6 non-Federal members shall be appointed from
among scientists, physicians, and other health profes-
sionals.

(i1) 6 members shall be appointed from members
of the general public, who are representatives of lead-
ing research, advocacy, and service organizations for
individuals with pain-related conditions.

(C) NoNVOTING MEMBERS.—The Committee shall in-
clude such nonvoting members as the Secretary deter-
mines to be appropriate.

(3) CHAIRPERSON.—The voting members of the Committee
shall select a chairperson from among such members. The se-
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lection of a chairperson shall be subject to the approval of the
Director of NIH.

(4) MEETINGS.—The Committee shall meet at the call of
the chairperson of the Committee or upon the request of the
Director of NIH, but in no case less often than once each year.

(5) DUuTIES.—The Committee shall—

(A) develop a summary of advances in pain care re-
search supported or conducted by the Federal agencies rel-
evant to the diagnosis, prevention, treatment, and man-
agement of pain and diseases and disorders associated
with pain, including information on best practices for the
utilization of non-pharmacologic treatments, non-addictive
medical products, and other drugs or devices approved or
cleared by the Food and Drug Administration;

(B) identify critical gaps in basic and clinical research
on—

(i) the symptoms and causes of pain, including the
identification of relevant biomarkers and screening
models and the epidemiology of acute and chronic
pain;

(i) the diagnosis, prevention, treatment, and man-
agement of acute and chronic pain, including with re-
spect to non-pharmacologic treatments, non-addictive
medical products, and other drugs or devices approved
or cleared by the Food and Drug Administration; and

(iii) risk factors for, and early warning signs of,
substance use disorders in populations with acute and
chronic pain; and
(C) make recommendations to the Director of NTH—

(i) to ensure that the activities of the National In-
stitutes of Health and other Federal agencies are free
of unnecessary duplication of effort;

(i1)) on how best to disseminate information on
pain care and epidemiological data related to acute
and chronic pain; and

(iii) on how to expand partnerships between public
entities and private entities to expand collaborative,
cross-cutting research.

(6) REPORT.—The Secretary shall ensure that rec-
ommendations and actions taken by the Director with respect
to the topics discussed at the meetings described in paragraph
(4) are included in appropriate reports to Congress.

(7) REVIEW.—The Secretary shall review the necessity of
the Committee at least once every 2 years.

PART C—SPECIFIC PROVISIONS RESPECTING NATIONAL RESEARCH
INSTITUTES

Subpart 1—National Cancer Institute

PURPOSE OF INSTITUTE

SEC. 410. [285] The general purpose of the National Cancer

Institute (hereafter in this subpart referred to as the “Institute”) is

the conduct and support of research, training, health information
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dissemination, and other programs with respect to the cause, diag-
nosis, prevention, and treatment of cancer, rehabilitation from can-
cer, and the continuing care of cancer patients and the families of
cancer patients.

NATIONAL CANCER PROGRAM

SEC. 411. [285a] The National Cancer Program shall consist
of (1) an expanded, intensified, and coordinated cancer research
program encompassing the research programs conducted and sup-
ported by the Institute and the related research programs of the
other national research institutes, including an expanded and in-
tensified research program for the prevention of cancer caused by
occupational or environmental exposure to carcinogens, and (2) the
other programs and activities of the Institute.

CANCER CONTROL PROGRAMS

SEC. 412. [285a—-1] The Director of the Institute shall estab-
lish and support demonstration, education, and other programs for
the detection, diagnosis, prevention, and treatment of cancer and
for rehabilitation and counseling respecting cancer. Programs es-
tablished and supported under this section shall include—

(1) locally initiated education and demonstration programs

(and regional networks of such programs) to transmit research

results and to disseminate information respecting—

(A) the detection, diagnosis, prevention, and treatment
of cancer,

(B) the continuing care of cancer patients and the fam-
ilies of cancer patients, and

(C) rehabilitation and counseling respecting cancer,

to physicians and other health professionals who provide care

to individuals who have cancer;

(2) the demonstration of and the education of students of
the health professions and health professionals in—
(A) effective methods for the prevention and early de-
tection of cancer and the identification of individuals with
a high risk of developing cancer, and
(B) improved methods of patient referral to appro-
prigte centers for early diagnosis and treatment of cancer;
an
(3) the demonstration of new methods for the dissemina-
tion of information to the general public concerning the preven-
tion, early detection, diagnosis, and treatment and control of
cancer and information concerning unapproved and ineffective
methods, drugs, and devices for the diagnosis, prevention,
treatment, and control of cancer.

SPECIAL AUTHORITIES OF THE DIRECTOR

SEc. 413. [285a-2] (a)(1) The Director of the Institute shall es-
tablish an information and education program to collect, identify,
analyze, and disseminate on a timely basis, through publications
and other appropriate means, to cancer patients and their families,
physicians and other health professionals, and the general public,
information on cancer research, diagnosis, prevention, and treat-
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ment (including information respecting nutrition programs for can-
cer patients and the relationship between nutrition and cancer).
The Director of the Institute may take such action as may be nec-
essary to insure that all channels for the dissemination and ex-
change of scientific knowledge and information are maintained be-
tween the Institute and the public and between the Institute and
other scientific, medical, and biomedical disciplines and organiza-
tions nationally and internationally.

N 11(2) In carrying out paragraph (1), the Director of the Institute
shall—

(A) provide public and patient information and education
programs, providing information that will help individuals take
personal steps to reduce their risk of cancer, to make them
aware of early detection techniques and to motivate appro-
priate utilization of those techniques, to help individuals deal
with cancer if it strikes, and to provide information to improve
long-term survival;

(B) continue and expand programs to provide physicians
and the public with state-of-the-art information on the treat-
ment of particular forms of cancers, and to identify those clin-
ical trials that might benefit patients while advancing knowl-
edge of cancer treatment,;

(C) assess the incorporation of state-of-the-art cancer treat-
ments into clinical practice and the extent to which cancer pa-
tients receive such treatments and include the results of such
assessments in the biennial reports required under section 407;

(D) maintain and operate the International Cancer Re-
search Data Bank, which shall collect, catalog, store, and dis-
seminate insofar as feasible the results of cancer research and
treatment undertaken in any country for the use of any person
involved in cancer research and treatment in any country; and

(E) to the extent practicable, in disseminating the results
of such cancer research and treatment, utilize information sys-
tems available to the public.

(b) The Director of the Institute in carrying out the National
Cancer Program—

(1) shall establish or support the large-scale production or
distribution of specialized biological materials and other thera-
peutic substances for cancer research and set standards of
safety and care for persons using such materials;

(2) shall, in consultation with the advisory council for the
Institute, support (A) research in the cancer field outside the
United States by highly qualified foreign nationals which can
be expected to benefit the American people, (B) collaborative
research involving American and foreign participants, and (C)
the training of American scientists abroad and foreign sci-
entists in the United States;

(3) shall, in consultation with the advisory council for the
Institute, support appropriate programs of education and train-
ing (including continuing education and laboratory and clinical
research training);

(4) shall encourage and coordinate cancer research by in-
dustrial concerns where such concerns evidence a particular
capability for such research;
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(5) may obtain (after consultation with the advisory council
for the Institute and in accordance with section 3109 of title
5, United States Code, but without regard to the limitation in
such section on the period of service) the services of not more
than one hundred and fifty-one experts or consultants who
have scientific or professional qualifications;

(6)(A) may, in consultation with the advisory council for
the Institute, acquire, construct, improve, repair, operate, and
maintain laboratories, other research facilities, equipment, and
such other real or personal property as the Director determines
necessarys;

(B) may, in consultation with the advisory council for the
Institute, make grants for construction or renovation of facili-
ties; and

(C) may, in consultation with the advisory council for the
Institute, acquire, without regard to the Act of March 3, 1877
(40 U.S.C. 34), by lease or otherwise through the Adminis-
trator of General Services, buildings or parts of buildings in
the District of Columbia or communities located adjacent to the
District of Columbia for the use of the Institute for a period not
to exceed ten years;

(7) may, in consultation with the advisory council for the
Institute, appoint one or more advisory committees composed
of such private citizens and officials of Federal, State, and local
governments to advise the Director with respect to the Direc-
tor’s functions;

(8) may, subject to section 405(b)(2) and without regard to
section 3324 of title 31, United States Code, and section 3709
of the Revised Statutes (41 U.S.C. 5), enter into such contracts,
leases, cooperative agreements, as may be necessary in the
conduct of functions of the Director, with any public agency, or
with any person, firm, association, corporation, or educational
institution; and

(9) shall, notwithstanding section 405(a), prepare and sub-
mit, directly to the President for review and transmittal to
Congress, an annual budget estimate (including an estimate of
the number and type of personnel needs for the Institute) for
the National Cancer Program, after reasonable opportunity for
comment (but without change) by the Secretary, the Director
of NIH, and the Institute’s advisory council.

Except as otherwise provided, experts and consultants whose serv-
ices are obtained under paragraph (5) shall be paid or reimbursed,
in accordance with title 5, United States Code, for their travel to
and from their place of service and for other expenses associated
with their assignment. Such expenses shall not be allowed in con-
nection with the assignment of an expert or consultant whose serv-
ices are obtained under paragraph (5) unless the expert or consult-
ant has agreed in writing to complete the entire period of the as-
signment or one year of the assignment, whichever is shorter, un-
less separated or reassigned for reasons which are beyond the con-
trol of the expert or consultant and which are acceptable to the Di-
rector of the Institute. If the expert or consultant violates the
agreement, the money spent by the United States for such ex-
penses is recoverable from the expert or consultant as a debt due
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the United States. The Secretary may waive in whole or in part a
right of recovery under the preceding sentence.

(¢) PRE-CLINICAL MODELS To EVALUATE PROMISING PEDIATRIC
CANCER THERAPIES.—

(1) EXPANSION AND COORDINATION OF ACTIVITIES.—The Di-
rector of the National Cancer Institute shall expand, intensify,
and coordinate the activities of the Institute with respect to re-
search on the development of preclinical models to evaluate
which therapies are likely to be effective for treating pediatric
cancer.

(2) COORDINATION WITH OTHER INSTITUTES.—The Director
of the Institute shall coordinate the activities under paragraph
(1) with similar activities conducted by other national research
institutes and agencies of the National Institutes of Health to
the extent that those Institutes and agencies have responsibil-
ities that are related to pediatric cancer.

NATIONAL CANCER RESEARCH AND DEMONSTRATION CENTERS

SEC. 414. [285a-3] (a)(1) The Director of the Institute may
enter into cooperative agreements with and make grants to public
or private nonprofit entities to pay all or part of the cost of plan-
ning, establishing, or strengthening, and providing basic operating
support for centers for basic and clinical research into, training in,
and demonstration of advanced diagnostic, prevention, control, and
treatment methods for cancer.

(2) A cooperative agreement or grant under paragraph (1) shall
be entered into in accordance with policies established by the Di-
rector of NIH and after consultation with the Institute’s advisory
council.

(b) Federal payments made under a cooperative agreement or
grant under subsection (a) may be used for—

(1) construction (notwithstanding any limitation under sec-
tion 496);

(2) staffing and other basic operating costs, including such
patient care costs as are required for research;

(3) clinical training, including training for allied health
professionals, continuing education for health professionals and
allied health professions personnel, and information programs
for the public respecting cancer; and

(4) demonstration purposes.

As used in this paragraph, the term “construction” does not include
the acquisition of land, and the term “training” does not include re-
search training for which National Research Service Awards 15> may
be provided under section 487.

(c) Support of a center under subsection (a) may be for a period
of not to exceed five years. Such period may be extended by the Di-
rector for additional periods of not more than five years each if the
operations of such center have been reviewed by an appropriate
technical and scientific peer review group established by the Direc-
tor and if such group has recommended to the Director that such
period should be extended.

15Now Ruth L. Kirschstein National Research Service Awards. See section 487.
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(d) Research centers under this section may not be considered
centers of excellence for purposes of section 402(b)(10).

PRESIDENT’S CANCER PANEL

SEC. 415. [285a—4] (a)(1) The President’s Cancer Panel (here-
after in this section referred to as the “Panel”) shall be composed
of three persons appointed by the President who by virtue of their
training, experience, and background are exceptionally qualified to
appraise the National Cancer Program. At least two members of
the Panel shall be distinguished scientists or physicians.

(2)(A) Members of the Panel shall be appointed for three-year
terms, except that (i) any member appointed to fill a vacancy occur-
ring prior to the expiration of the term for which the member’s
predecessor was appointed shall be appointed only for the remain-
der of such term, and (ii) a member may serve until the member’s
successor has taken office. If a vacancy occurs in the Panel, the
President shall make an appointment to fill the vacancy not later
than 90 days after the date the vacancy occurred.

(B) The President shall designate one of the members to serve
as the chairman of the Panel for a term of one year.

(C) Members of the Panel shall each be entitled to receive the
daily equivalent of the annual rate of basic pay in effect for grade
GS-18 of the General Schedule for each day (including traveltime)
during which they are engaged in the actual performance of duties
as members of the Panel and shall be paid or reimbursed, in ac-
cordance with title 5, United States Code, for their travel to and
from their place of service and for other expenses associated with
their assignment.

(3) The Panel shall meet at the call of the chairman, but not
less often than four times a year. A transcript shall be kept of the
proceedings of each meeting of the Panel, and the chairman shall
make such transcript available to the public.

(b) The Panel shall monitor the development and execution of
the activities of the National Cancer Program, and shall report di-
rectly to the President. Any delays or blockages in rapid execution
of the Program shall immediately be brought to the attention of the
President. The Panel shall submit to the President periodic
progress reports on the National Cancer Program and shall submit
to the President, the Secretary, and the Congress an annual eval-
uation of the efficacy of the Program and suggestions for improve-
ments, and shall submit such other reports as the President shall
direct.

ASSOCIATE DIRECTOR FOR PREVENTION

SEC. 416. [285a—5] (a) There shall be in the Institute an Asso-
ciate Director for Prevention to coordinate and promote the pro-
grams in the Institute concerning the prevention of cancer. The As-
sociate Director shall be appointed by the Director of the Institute
from individuals who because of their professional training or expe-
rience are experts in public health or preventive medicine.
(b) The Associate Director for Prevention shall prepare for in-
clusion in the biennial report made under section 407 a description
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of the prevention activities of the Institute, including a description
of the staff and resources allocated to those activities.

BREAST AND GYNECOLOGICAL CANCERS

SEC. 417. [285a—6] (a) EXPANSION AND COORDINATION OF AcC-
TIVITIES.—The Director of the Institute, in consultation with the
National Cancer Advisory Board, shall expand, intensify, and co-
ordinate the activities of the Institute with respect to research on
breast cancer, ovarian cancer, and other cancers of the reproductive
system of women.

(b) COORDINATION WITH OTHER INSTITUTES.—The Director of
the Institute shall coordinate the activities of the Director under
subsection (a) with similar activities conducted by other national
research institutes and agencies of the National Institutes of
Health to the extent that such Institutes and agencies have respon-
sibilities that are related to breast cancer and other cancers of the
reproductive system of women.

(¢c) PROGRAMS FOR BREAST CANCER.—

(1) IN GENERAL.—In carrying out subsection (a), the Direc-
tor of the Institute shall conduct or support research to expand
the understanding of the cause of, and to find a cure for, breast
cancer. Activities under such subsection shall provide for an
expansion and intensification of the conduct and support of—

(A) basic research concerning the etiology and causes
of breast cancer;

(B) clinical research and related activities concerning
the causes, prevention, detection and treatment of breast
cancer;

(C) control programs with respect to breast cancer in
accordance with section 412, including community-based
programs designed to assist women who are members of
medically underserved populations, low-income popu-
lations, or minority groups;

(D) information and education programs with respect
to breast cancer in accordance with section 413; and

(E) research and demonstration centers with respect to
breast cancer in accordance with section 414, including the
development and operation of centers for breast cancer re-
search to bring together basic and clinical, biomedical and
behavioral scientists to conduct basic, clinical, epidemiolog-
ical, psychosocial, prevention and treatment research and
related activities on breast cancer.

Not less than six centers shall be operated under subpara-

graph (E). Activities of such centers should include supporting

new and innovative research and training programs for new re-
searchers. Such centers shall give priority to expediting the
transfer of research advances to clinical applications.

(2) IMPLEMENTATION OF PLAN FOR PROGRAMS.—

(A) The Director of the Institute shall ensure that the
research programs described in paragraph (1) are imple-
mented in accordance with a plan for the programs. Such
plan shall include comments and recommendations that
the Director of the Institute considers appropriate, with
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due consideration provided to the professional judgment

needs of the Institute as expressed in the annual budget

estimate prepared in accordance with section 413(9)16. The

Director of the Institute, in consultation with the National

Cancer Advisory Board, shall periodically review and re-

vise such plan.

(B) Not later than October 1, 1993, the Director of the
Institute shall submit a copy of the plan to the President’s
Cancer Panel, the Secretary and the Director of NIH.

(C) The Director of the Institute shall submit any revi-
sions of the plan to the President’s Cancer Panel, the Sec-
retary, and the Director of NITH.

(D) The Secretary shall provide a copy of the plan sub-
mitted under subparagraph (A), and any revisions sub-
mitted under subparagraph (C), to the Committee on En-
ergy and Commerce of the House of Representatives and
the Committee on Labor and Human Resources of the Sen-
ate.

(d) OTHER CANCERS.—In carrying out subsection (a), the Direc-
tor of the Institute shall conduct or support research on ovarian
cancer and other cancers of the reproductive system of women. Ac-
tivities under such subsection shall provide for the conduct and
support of—

(1) basic research concerning the etiology and causes of
ovarian cancer and other cancers of the reproductive system of
women,;

(2) clinical research and related activities into the causes,
prevention, detection and treatment of ovarian cancer and
other cancers of the reproductive system of women;

(3) control programs with respect to ovarian cancer and
other cancers of the reproductive system of women in accord-
ance with section 412;

(4) information and education programs with respect to
ovarian cancer and other cancers of the reproductive system of
women in accordance with section 413; and

(5) research and demonstration centers with respect to
ovarian cancer and cancers of the reproductive system in ac-
cordance with section 414.

(e) REPORT.—The Director of the Institute shall prepare, for in-
clusion in the biennial report submitted under section 407, a report
that describes the activities of the National Cancer Institute under
the research programs referred to in subsection (a), that shall in-
clude—

(1) a description of the research plan with respect to breast
cancer prepared under subsection (c);

(2) an assessment of the development, revision, and imple-
mentation of such plan;

(3) a description and evaluation of the progress made, dur-
ing the period for which such report is prepared, in the re-
search programs on breast cancer and cancers of the reproduc-
tive system of women;

16 So in law. See section 401 of Public Law 103—-43 (107 Stat. 153). Probably should be section
“413(b)(9)”.
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(4) a summary and analysis of expenditures made, during
the period for which such report is made, for activities with re-
spect to breast cancer and cancers of the reproductive system
of women conducted and supported by the National Institutes
of Health; and

(5) such comments and recommendations as the Director
considers appropriate.

PROSTATE CANCER

SEC. 417A. [285a-7] (a) EXPANSION AND COORDINATION OF AcC-
TIVITIES.—The Director of the Institute, in consultation with the
National Cancer Advisory Board, shall expand, intensify, and co-
ordinate the activities of the Institute with respect to research on
prostate cancer.

(b) COORDINATION WITH OTHER INSTITUTES.—The Director of
the Institute shall coordinate the activities of the Director under
subsection (a) with similar activities conducted by other national
research institutes and agencies of the National Institutes of
Health to the extent that such Institutes and agencies have respon-
sibilities that are related to prostate cancer.

(c) PROGRAMS.—

(1) IN GENERAL.—In carrying out subsection (a), the Direc-
tor of the Institute shall conduct or support research to expand
the understanding of the cause of, and to find a cure for, pros-
tate cancer. Activities under such subsection shall provide for
an expansion and intensification of the conduct and support
of—

(A) basic research concerning the etiology and causes
of prostate cancer;

(B) clinical research and related activities concerning
the causes, prevention, detection and treatment of prostate
cancer,

(C) prevention and control and early detection pro-
grams with respect to prostate cancer in accordance with
section 412, particularly as it relates to intensifying re-
search on the role of prostate specific antigen for the
screening and early detection of prostate cancer;

(D) an Inter-Institute Task Force, under the direction
of the Director of the Institute, to provide coordination be-
tween relevant National Institutes of Health components
of research efforts on prostate cancer;

(E) control programs with respect to prostate cancer in
accordance with section 412;

(F) information and education programs with respect
to prostate cancer in accordance with section 413; and

(G) research and demonstration centers with respect
to prostate cancer in accordance with section 414, includ-
ing the development and operation of centers for prostate
cancer research to bring together basic and clinical, bio-
medical and behavioral scientists to conduct basic, clinical,
epidemiological, psychosocial, prevention and control,
treatment, research, and related activities on prostate can-
cer.
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Not less than six centers shall be operated under subpara-
graph (G). Activities of such centers should include supporting
new and innovative research and training programs for new re-
searchers. Such centers shall give priority to expediting the
transfer of research advances to clinical applications.

(2) IMPLEMENTATION OF PLAN FOR PROGRAMS.—

(A) The Director of the Institute shall ensure that the
research programs described in paragraph (1) are imple-
mented in accordance with a plan for the programs. Such
plan shall include comments and recommendations that
the Director of the Institute considers appropriate, with
due consideration provided to the professional judgment
needs of the Institute as expressed in the annual budget
estimate prepared in accordance with section 413(9)17. The
Director of the Institute, in consultation with the National
Cancer Advisory Board, shall periodically review and re-
vise such plan.

(B) Not later than October 1, 1993, the Director of the
Institute shall submit a copy of the plan to the President’s
Cancer Panel, the Secretary, and the Director of NIH.

(C) The Director of the Institute shall submit any revi-
sions of the plan to the President’s Cancer Panel, the Sec-
retary, and the Director of NIH.

(D) The Secretary shall provide a copy of the plan sub-
mitted under subparagraph (A), and any revisions sub-
mitted under subparagraph (C), to the Committee on En-
ergy and Commerce of the House of Representatives and
the (1380mmittee on Labor and Human Resources of the Sen-
ate.

SEC. 417C. [285a-9]1 GRANTS FOR EDUCATION, PREVENTION, AND

Eﬁng DETECTION OF RADIOGENIC CANCERS AND DIS-
EASES.

(a) DEFINITION.—In this section the term “entity” means any—

(1) National Cancer Institute-designated cancer center;

(2) Department of Veterans Affairs hospital or medical
center;

(3) Federally Qualified Health Center, community health
center, or hospital;

(4) agency of any State or local government, including any

State department of health; or

(5) nonprofit organization.

(b) IN GENERAL.—The Secretary, acting through the Adminis-
trator of the Health Resources and Services Administration in con-
sultation with the Director of the National Institutes of Health and
the Director of the Indian Health Service, may make competitive
grants to any entity for the purpose of carrying out programs to—

(1) screen individuals described under section 4(a)(1)(A){)

or 5(a)(1)(A) of the Radiation Exposure Compensation Act (42

U.S.C. 2210 note) for cancer as a preventative health measure;

(2) provide appropriate referrals for medical treatment of
individuals screened under paragraph (1) and to ensure, to the

17So in law. See section 402 of Public Law 103-43 (107 Stat. 155). Probably should be “section
413(b)(9)”.
18 Section 417B was repealed by section 103(b)(15) of Public Law 109-482 (120 Stat. 3687).
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extent practicable, the provision of appropriate follow-up serv-

ices;

(3) develop and disseminate public information and edu-
cation programs for the detection, prevention, and treatment of
radiogenic cancers and diseases; and

(4) facilitate putative applicants in the documentation of
claims as described in section 5(a) of the Radiation Exposure
Compensation Act (42 U.S.C. 2210 note).

(c) INDIAN HEALTH SERVICE.—The programs under subsection
(a) shall include programs provided through the Indian Health
Service or through tribal contracts, compacts, grants, or cooperative
agreements with the Indian Health Service and which are deter-
mined appropriate to raising the health status of Indians.

(d) GRANT AND CONTRACT AUTHORITY.—Entities receiving a
grant under subsection (b) may expend the grant to carry out the
purpose described in such subsection.

(e) HEALTH COVERAGE UNAFFECTED.—Nothing in this section
shall be construed to affect any coverage obligation of a govern-
mental or private health plan or program relating to an individual
referred to under subsection (b)(1).

SEC. 417D. [285a-101 RESEARCH, INFORMATION, AND EDUCATION
WITH RESPECT TO BLOOD CANCER.

(a) JOE MOAKLEY RESEARCH EXCELLENCE PROGRAM.—

(1) IN GENERAL.—The Director of NIH shall expand, inten-
sify, and coordinate programs for the conduct and support of
research with respect to blood cancer, and particularly with re-
spect to leukemia, lymphoma, and multiple myeloma.

(2) ADMINISTRATION.—The Director of NIH shall carry out
this subsection through the Director of the National Cancer In-
stitute and in collaboration with any other agencies that the
Director determines to be appropriate.

(b) GERALDINE FERRARO CANCER EDUCATION PROGRAM.—

(1) IN GENERAL.—The Secretary shall direct the appro-
priate agency within the Department of Health and Human
Services, in collaboration with the Director of NIH, to establish
and carry out a program to provide information and education
for patients and the general public with respect to blood can-
cer, and particularly with respect to the treatment of leukemia,
lymphoma, and multiple myeloma.

(2) ADMINISTRATION.—The Agency determined by the Sec-
retary under paragraph (1) shall carry out this subsection in
collaboration with private health organizations that have na-
tional education and patient assistance programs on blood-re-
lated cancers.

SEC. 417E. [285a-11] PEDIATRIC CANCER RESEARCH, AWARENESS,
AND SURVIVORSHIP.

(a) CHILDREN’S CANCER BIOREPOSITORIES.—

(1) AWARD.—The Secretary, acting through the Director of
NIH, may make awards to an entity or entities described in
paragraph (4) to build upon existing research efforts to collect
biospecimens and clinical and demographic information of chil-
dren, adolescents, and young adults with selected cancer
subtypes (and their recurrences) for which current treatments
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are least effective, in order to achieve a better understanding
of the causes of such cancer subtypes (and their recurrences),
and the effects and outcomes of treatments for such cancers.

(2) USE OF FUNDS.—Amounts received under an award
under paragraph (1) may be used to carry out the following:

(A) Collect and store high-quality, donated biospeci-
mens and associated clinical and demographic information
on children, adolescents, and young adults diagnosed with
cancer in the United States, focusing on children, adoles-
cents, and young adults with cancer enrolled in clinical
trials for whom current treatments are least effective. Ac-
tivities under this subparagraph may include storage of
biospecimens and associated clinical and demographic data
at existing biorepositories supported by the National Can-
cer Institute.

(B) Maintain an interoperable, secure, and searchable
database on stored biospecimens and associated clinical
and demographic data from children, adolescents, and
young adults with cancer for the purposes of research by
scientists and qualified health care professionals.

(C) Establish and implement procedures for evaluating
applications for access to such biospecimens and clinical
and demographic data from researchers and other quali-
fied health care professionals.

(D) Provide access to biospecimens and clinical and de-
mographic data from children, adolescents, and young
adults with cancer to researchers and qualified health care
professionals for peer-reviewed research—

(1) consistent with the procedures established pur-

suant to subparagraph (C);

(i1) only to the extent permitted by applicable Fed-
eral and State law; and

(iii) in a manner that protects personal privacy to
the extent required by applicable Federal and State
privacy law, at minimum.

(3) NO REQUIREMENT.—No child, adolescent, or young
adult with cancer shall be required under this subsection to
contribute a specimen to a biorepository or share clinical or de-
mographic data.

(4) APPLICATION; CONSIDERATIONS.—

(A) ApPPLICATION.—To be eligible to receive an award
under paragraph (1) an entity shall submit an application
to the Secretary at such a time, in such manner, and con-
taining such information as the Secretary may reasonably
require.

(B) CONSIDERATIONS.—In evaluating applications sub-
mitted under subparagraph (A), the Secretary shall con-
sider the existing infrastructure of the entity that would
allow for the timely capture of biospecimens and related
clinical and demographic information for children, adoles-
cents, and young adults with cancer for whom current
treatments are least effective.

(5) PRIVACY PROTECTIONS AND INFORMED CONSENT.—
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(A) IN GENERAL.—The Secretary may not make an
award under paragraph (1) to an entity unless the Sec-
retary ensures that such entity—

(i) collects biospecimens and associated clinical
and demographic information only from participants
who have given their informed consent in accordance
with Federal and State law; and

(i) protects personal privacy to the extent re-
quired by applicable Federal and State law, at min-
imum.

(B) INFORMED CONSENT.—The Secretary shall ensure
biospecimens and associated clinical and demographic in-
formation are collected with informed consent, as described
in subparagraph (A)@G).

(6) GUIDELINES AND OVERSIGHT.—The Secretary shall de-
velop and disseminate appropriate guidelines for the develop-
ment and maintenance of the biorepositories supported under
this subsection, including appropriate oversight, to facilitate
further research on select cancer subtypes (and their
recurrences) in children, adolescents, and young adults with
such cancers (and their recurrences).

(7) COORDINATION.—To encourage the greatest possible ef-
ficiency and effectiveness of federally supported efforts with re-
spect to the activities described in this subsection, the Sec-
retary shall ensure the appropriate coordination of programs
supported under this section with existing federally supported
cancer registry programs and the activities under section
399E-1, as appropriate.

(8) SUPPLEMENT NOT SUPPLANT.—Funds provided under
this subsection shall be used to supplement, and not supplant,
Federal and non-Federal funds available for carrying out the
activities described in this subsection.

(9) REPORT.—Not later than 4 years after the date of en-
actment of the Childhood Cancer Survivorship, Treatment, Ac-
cess, and Research Act of 2018, the Secretary shall submit to
Congress a report on—

(A) the number of biospecimens and corresponding
clinical demographic data collected through the biospeci-
men research efforts supported under paragraph (1);

(B) the number of biospecimens and corresponding
clinical demographic data requested for use by researchers;

(C) barriers to the collection of biospecimens and cor-
responding clinical demographic data;

(D) barriers experienced by researchers or health care
professionals in accessing the biospecimens and cor-
responding clinical demographic data necessary for use in
research; and

(E) recommendations with respect to improving the
biospecimen and biorepository research efforts under this
subsection.

(10) DEFINITIONS.—For purposes of this subsection:

(A) AWARD.—The term “award” includes a grant, con-
tract, or cooperative agreement determined by the Sec-
retary.
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(B) B1oSPECIMEN.—The term “biospecimen” includes—

(1) solid tumor tissue or bone marrow;

(i1) normal or control tissue;

(iii) blood and plasma;

(iv) DNA and RNA extractions;

(v) familial DNA; and

(vi) any other sample relevant to cancer research,
as required by the Secretary.

(C) CLINICAL AND DEMOGRAPHIC INFORMATION.—The
term “clinical and demographic information” includes—

(i) date of diagnosis;

(i1) age at diagnosis;

(iii) the patient’s sex, race, ethnicity, and environ-
mental exposures;

(iv) extent of disease at enrollment;

(v) site of metastases;

(vi) location of primary tumor coded;

(vii) histologic diagnosis;

(viii) tumor marker data when available;

(ix) treatment and outcome data;

(x) information related to specimen quality; and

(xi) any other applicable information required by
the Secretary.

(b) IMPROVING CARE FOR PEDIATRIC CANCER SURVIVORS.—

(1) RESEARCH ON PEDIATRIC CANCER SURVIVORSHIP.—The
Director of NIH, in coordination with ongoing research activi-
ties, may continue to conduct or support pediatric cancer survi-
vorship research including in any of the following areas:

(A) Outcomes of pediatric cancer survivors, including
within minority or other medically underserved popu-
lations and with respect to health disparities of such out-
comes.

(B) Barriers to follow-up care for pediatric cancer sur-
vivors, including within minority or other medically under-
served populations.

(C) The impact of relevant factors, which may include
familial, socioeconomic, and other environmental factors,
on treatment outcomes and survivorship.

(D) The development of indicators used for long-term
follow-up and analysis of the late effects of cancer treat-
ment for pediatric cancer survivors.

(E) The identification of, as applicable—

(i) risk factors associated with the late effects of
cancer treatment;

(i1) predictors of adverse neurocognitive and psy-
chosocial outcomes; and

(iii) the molecular basis of long-term complica-
tions.

(F) The development of targeted interventions to re-
duce the burden of morbidity borne by cancer survivors in
order to protect such cancer survivors from the late effects
of cancer.

(2) BALANCED APPROACH.—In conducting or supporting re-
search under paragraph (1)(A)(i) on pediatric cancer survivors
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within minority or other medically underserved populations,

the Director of NIH shall ensure that such research addresses

both the physical and the psychological needs of such sur-
vivors, as appropriate.

(¢) RULE OF CONSTRUCTION.—Nothing in this section shall be
construed as being inconsistent with the goals and purposes of the
Minority Health and Health Disparities Research and Education
Act of 2000.

(d) AUTHORIZATION OF APPROPRIATIONS.—For purposes of car-
rying out this section and section 399E—1, there are authorized to
be appropriated $30,000,000 for each of fiscal years 2019 through
2023. Funds appropriated under this subsection shall remain avail-
able until expended.

SEC. 417F. [42 U.S.C. 285a-12] INTERAGENCY BREAST CANCER AND EN-
VIRONMENTAL RESEARCH COORDINATING COMMITTEE.

(a) INTERAGENCY BREAST CANCER AND ENVIRONMENTAL RE-
SEARCH COORDINATING COMMITTEE.—

(1) ESTABLISHMENT.—Not later than 6 months after the
date of the enactment of this section, the Secretary shall estab-
lish a committee, to be known as the Interagency Breast Can-
cer and Environmental Research Coordinating Committee (in
this section referred to as the “Committee”).

(2) DUTIES.—The Committee shall—

(A) share and coordinate information on existing re-
search activities, and make recommendations to the Na-
tional Institutes of Health and other Federal agencies re-
garding how to improve existing research programs, that
are related to breast cancer research;

(B) develop a comprehensive strategy and advise the
National Institutes of Health and other Federal agencies
in the solicitation of proposals for collaborative, multidisci-
plinary research, including proposals to evaluate environ-
mental and genomic factors that may be related to the eti-
ology of breast cancer that would—

(i) result in innovative approaches to study emerg-
ing scientific opportunities or eliminate knowledge
gaps in research to improve the research portfolio;

(i1) outline key research questions, methodologies,
and knowledge gaps;

(iii) expand the number of research proposals that
involve collaboration between 2 or more national re-
search institutes or national centers, including pro-
posals for Common Fund research described in section
402(b)("7) to improve the research portfolio; and

(iv) expand the number of collaborative, multi-
disciplinary, and multi-institutional research grants;
(C) develop a summary of advances in breast cancer

research supported or conducted by Federal agencies rel-

evant to the diagnosis, prevention, and treatment of cancer
and other diseases and disorders; and

(D) not later than 2 years after the date of the estab-
lishment of the Committee, make recommendations to the
Secretary—
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(i) regarding any appropriate changes to research
activities, including recommendations to improve the
research portfolio of the National Institutes of Health
to ensure that scientifically-based strategic planning is
implemented in support of research priorities that im-
pact breast cancer research activities;

(ii) to ensure that the activities of the National In-
stitutes of Health and other Federal agencies, includ-
ing the Department of Defense, are free of unneces-
sary duplication of effort;

(iii) regarding public participation in decisions re-
lating to breast cancer research to increase the in-
volvement of patient advocacy and community organi-
zations representing a broad geographical area;

(iv) on how best to disseminate information on
breast cancer research progress; and

(v) on how to expand partnerships between public
entities, including Federal agencies, and private enti-
ties to expand collaborative, cross-cutting research.

(3) RULE OF CONSTRUCTION.—For the purposes of the Com-
mittee, when focusing on research to evaluate environmental
and genomic factors that may be related to the etiology of
breast cancer, nothing in this section shall be construed to re-
strict the Secretary from including other forms of cancer, as
appropriate, when doing so may advance research in breast
cancer or advance research in other forms of cancer.

(4) MEMBERSHIP.—

(A) IN GENERAL.—The Committee shall be composed of
the following voting members:

(1) Not more than 7 voting Federal representatives
as follows:

(I) The Director of the Centers for Disease
Control and Prevention.

(IT) The Director of the National Institutes of
Health and the directors of such national research
institutes and national centers (which may in-
clude the National Institute of Environmental
Health Sciences) as the Secretary determines ap-
propriate.

(III) One representative from the National
Cancer Institute Board of Scientific Advisors, ap-
pointed by the Director of the National Cancer In-
stitute.

(IV) The heads of such other agencies of the
Department of Health and Human Services as the
Secretary determines appropriate.

(V) Representatives of other Federal agencies
that conduct or support cancer research, including
the Department of Defense.

(i1) 12 additional voting members appointed under
subparagraph (B).

(B) ADDITIONAL MEMBERS.—The Committee shall in-
clude additional voting members appointed by the Sec-
retary as follows:
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(1) 6 members shall be appointed from among sci-
entists, physicians, and other health professionals,
who—

(I) are not officers or employees of the United
States;

(II) represent multiple disciplines, including
clinical, basic, and public health sciences;

(ITI) represent different geographical regions
of the United States;

(IV) are from practice settings, academia, or
other research settings; and

(V) are experienced in scientific peer review
process.

(ii) 6 members shall be appointed from members
of the general public, who represent individuals with
breast cancer.

(C) NoNvOTING MEMBERS.—The Committee shall in-
clude such nonvoting members as the Secretary deter-
mines to be appropriate.

(5) CHAIRPERSON.—The voting members of the Committee
shall select a chairperson from among such members. The se-
lection of a chairperson shall be subject to the approval of the
Director of NIH.

(6) MEETINGS.—The Committee shall meet at the call of
the chairperson of the Committee or upon the request of the
Director of NIH, but in no case less often than once each year.
(b) REVIEW.—The Secretary shall review the necessity of the

Committee in calendar year 2011 and, thereafter, at least once
every 2 years.
SEC. 417G. [42 U.S.C. 285a-13]1 SCIENTIFIC FRAMEWORK FOR RECAL-
CITRANT CANCERS.
(a) DEVELOPMENT OF SCIENTIFIC FRAMEWORK.—

(1) IN GENERAL.—For each recalcitrant cancer identified
under subsection (b), the Director of the Institute shall develop
(in accordance with subsection (¢)) a scientific framework for
the conduct or support of research on such cancer.

(2) CoNTENTS.—The scientific framework with respect to a
recalcitrant cancer shall include the following:

(A) CURRENT STATUS.—

(i) REVIEW OF LITERATURE.—A summary of find-
ings from the current literature in the areas of—

(I) the prevention, diagnosis, and treatment of
such cancer;

(IT) the fundamental biologic processes that
regulate such cancer (including similarities and
differences of such processes from the biological
processes that regulate other cancers); and

(IIT) the epidemiology of such cancer.

(ii) SCIENTIFIC ADVANCES.—The identification of
relevant emerging scientific areas and promising sci-
entific advances in basic, translational, and clinical
science relating to the areas described in subclauses
(I) and (II) of clause (i).
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(iii)) RESEARCHERS.—A description of the avail-
ability of qualified individuals to conduct scientific re-
search in the areas described in clause (3).

(iv) COORDINATED RESEARCH INITIATIVES.—The
identification of the types of initiatives and partner-
ships for the coordination of intramural and extra-
mural research of the Institute in the areas described
in clause (i) with research of the relevant national re-
search institutes, Federal agencies, and non-Federal
public and private entities in such areas.

(v) RESEARCH RESOURCES.—The identification of
public and private resources, such as patient registries
and tissue banks, that are available to facilitate re-
?earch relating to each of the areas described in clause
i).

(B) IDENTIFICATION OF RESEARCH QUESTIONS.—The
identification of research questions relating to basic,
translational, and clinical science in the areas described in
subclauses (I) and (II) of subparagraph (A)(i) that have not
been adequately addressed with respect to such recal-
citrant cancer.

(C) RECOMMENDATIONS.—Recommendations for appro-
priate actions that should be taken to advance research in
the areas described in subparagraph (A)(i) and to address
the research questions identified in subparagraph (B), as
well as for appropriate benchmarks to measure progress
on achieving such actions, including the following:

(i) RESEARCHERS.—Ensuring adequate availability
of qualified individuals described in subparagraph
(A)(ii).

(ii) COORDINATED RESEARCH INITIATIVES.—Pro-
moting and developing initiatives and partnerships de-
scribed in subparagraph (A)Giv).

(ii1) RESEARCH RESOURCES.—Developing additional
public and private resources described in subpara-
graph (A)(v) and strengthening existing resources.

(3) TIMING.—

(A) INITIAL DEVELOPMENT AND SUBSEQUENT UPDATE.—
For each recalcitrant cancer identified under subsection
(b)(1), the Director of the Institute shall—

(i) develop a scientific framework under this sub-
section not later than 18 months after the date of the
enactment of this section; and

(i1) review and update the scientific framework not
later than 5 years after its initial development.

(B) OTHER UPDATES.—The Director of the Institute
may review and update each scientific framework devel-
oped under this subsection as necessary.

(4) PuBLIC NOTICE.—With respect to each scientific frame-
work developed under subsection (a), not later than 30 days
after the date of completion of the framework, the Director of
the Institute shall—

(A) submit such framework to the Committee on En-
ergy and Commerce and Committee on Appropriations of
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the House of Representatives, and the Committee on

Health, Education, Labor, and Pensions and Committee on

Appropriations of the Senate; and

(B) make such framework publically available on the
Internet website of the Department of Health and Human
Services.

(b) IDENTIFICATION OF RECALCITRANT CANCER.—

(1) IN GENERAL.—Not later than 6 months after the date
of the enactment of this section, the Director of the Institute
shall identify two or more recalcitrant cancers that each—

(A) have a 5-year relative survival rate of less than 20
percent; and

(B) are estimated to cause the death of at least 30,000
individuals in the United States per year.

(2) ADDITIONAL CANCERS.—The Director of the Institute
may, at any time, identify other recalcitrant cancers for pur-
poses of this section. In identifying a recalcitrant cancer pursu-
ant to the previous sentence, the Director may consider addi-
tional metrics of progress (such as incidence and mortality
rates) against such type of cancer.

(c) WORKING GROUPS.—For each recalcitrant cancer identified
under subsection (b), the Director of the Institute shall convene a
working group comprised of representatives of appropriate Federal
agencies and other non-Federal entities to provide expertise on,
and assist in developing, a scientific framework under subsection
(a). The Director of the Institute (or the Director’s designee) shall
participate in the meetings of each such working group.

(d) REPORTING.—

(1) BIENNIAL REPORTS.—The Director of NIH shall ensure
that each biennial report under section 403 includes informa-
tion on actions undertaken to carry out each scientific frame-
work developed under subsection (a) with respect to a recal-
citrant cancer, including the following:

(A) Information on research grants awarded by the
National Institutes of Health for research relating to such
cancer.

(B) An assessment of the progress made in improving
outcomes (including relative survival rates) for individuals
diagnosed with such cancer.

(C) An update on activities pertaining to such cancer
under the authority of section 413(b)(7).

(2) ADDITIONAL ONE-TIME REPORT FOR CERTAIN FRAME-
WORKS.—For each recalcitrant cancer identified under sub-
section (b)(1), the Director of the Institute shall, not later than
6 years after the initial development of a scientific framework
under subsection (a), submit a report to the Congress on the
effectiveness of the framework (including the update required
by subsection (a)(3)(A)(ii)) in improving the prevention, detec-
tion, diagnosis, and treatment of such cancer.

(e) RECOMMENDATIONS FOR EXCEPTION FUNDING.—The Director
of the Institute shall consider each relevant scientific framework
developed under subsection (a) when making recommendations for
exception funding for grant applications.
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(f) DEFINITION.—In this section, the term “recalcitrant cancer”
means a cancer for which the five-year relative survival rate is
below 50 percent.

Subpart 2—National Heart, Lung, and Blood Institute

PURPOSE OF THE INSTITUTE

SEC. 418. [285b] The general purpose of the National Heart,
Lung, and Blood Institute (hereafter in this subpart referred to as
the “Institute”) is the conduct and support of research, training,
health information dissemination, and other programs with respect
to heart, blood vessel, lung, and blood diseases and with respect to
the use of blood and blood products and the management of blood
resources.

HEART, BLOOD VESSEL, LUNG, AND BLOOD DISEASE PREVENTION AND
CONTROL PROGRAMS

SEC. 419. [285b—1] (a) The Director of the Institute shall con-
duct and support programs for the prevention and control of heart,
blood vessel, lung, and blood diseases. Such programs shall include
community-based and population-based programs carried out in co-
operation with other Federal agencies, with public health agencies
of State or local governments, with nonprofit private entities that
are community-based health agencies, or with other appropriate
public or nonprofit private entities.

(b) In carrying out programs under subsection (a), the Director
of the Institute shall give special consideration to the prevention
and control of heart, blood vessel, lung, and blood diseases in chil-
dren, and in populations that are at increased risk with respect to
such diseases.

INFORMATION AND EDUCATION

SEC. 420. [285b—2] The Director of the Institute shall collect,
identify, analyze, and disseminate on a timely basis, through publi-
cations and other appropriate means, to patients, families of pa-
tients, physicians and other health professionals, and the general
public, information on research, prevention, diagnosis, and treat-
ment of heart, blood vessel, lung, and blood diseases, the mainte-
nance of health to reduce the incidence of such diseases, and on the
use of blood and blood products and the management of blood re-
sources. In carrying out this section, the Director of the Institute
shall place special emphasis upon the utilization of collaborative ef-
forts with both the public and private sectors to—

(1) increase the awareness and knowledge of health care
professionals and the public regarding the prevention of heart
and blood vessel, lung, and blood diseases and the utilization
of blood resources; and

(2) develop and disseminate to health professionals, pa-
tients and patient families, and the public information de-
signed to encourage adults and children to adopt healthful
practices concerning the prevention of such diseases.
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NATIONAL HEART, BLOOD VESSEL, LUNG, AND BLOOD DISEASES AND
BLOOD RESOURCES PROGRAM

SEc. 421. [285b-3] (a)(1) The National Heart, Blood Vessel,
Lung, and Blood Diseases and Blood Resources Program (hereafter
in this subpart referred to as the “Program” may provide for—

(A) investigation into the epidemiology, etiology, and pre-
vention of all forms and aspects of heart, blood vessel, lung,
and blood diseases, including investigations into the social, en-
vironmental, behavioral, nutritional, biological, and genetic de-
terminants and influences involved in the epidemiology, eti-
ology, and prevention of such diseases;

(B) studies and research into the basic biological processes
and mechanisms involved in the underlying normal and abnor-
mal heart, blood vessel, lung, and blood phenomena;

(C) research into the development, trial, and evaluation of
techniques, drugs, and devices (including computers) used in,
and approaches to, the diagnosis, treatment (including the pro-
vision of emergency medical services), and prevention of heart,
blood vessel, lung, and blood diseases and the rehabilitation of
patients suffering from such diseases;

(D) establishment of programs that will focus and apply
scientific and technological efforts involving the biological,
physical, and engineering sciences to all facets of heart, blood
vessel, lung, and blood diseases with emphasis on the refine-
ment, development, and evaluation of technological devices
that will assist, replace, or monitor vital organs and improve
instrumentation for detection, diagnosis, and treatment of and
rehabilitation from such diseases;

(E) establishment of programs for the conduct and direc-
tion of field studies, large-scale testing and evaluation, and
demonstration of preventive, diagnostic, therapeutic, and reha-
bilitative approaches to, and emergency medical services for,
such diseases;

(F) studies and research into blood diseases and blood, and
into the use of blood for clinical purposes and all aspects of the
management of blood resources in the United States, including
the collection, preservation, fractionation, and distribution of
blood and blood products;

(G) the education (including continuing education) and
training of scientists, clinical investigators, and educators, in
fields and specialties (including computer sciences) requisite to
the conduct of clinical programs respecting heart, blood vessel,
lung, and blood diseases and blood resources;

(H) public and professional education relating to all as-
pects of such diseases, including the prevention of such dis-
eases, and the use of blood and blood products and the man-
agement of blood resources;

(I) establishment of programs for study and research into
heart, blood vessel, lung, and blood diseases of children (includ-
ing cystic fibrosis, hyaline membrane, hemolytic diseases such
as sickle cell anemia and Cooley’s anemia, and hemophilic dis-
eases) and for the development and demonstration of diag-
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nostic, treatment, and preventive approaches to such diseases;

and

(J) establishment of programs for study, research, develop-
ment, demonstrations and evaluation of emergency medical
services for people who become critically ill in connection with
heart, blood vessel, lung, or blood diseases.

(2) The Program shall be coordinated with other national re-
search institutes to the extent that they have responsibilities re-
specting such diseases and shall give special emphasis to the con-
tinued development in the Institute of programs related to the
causes of stroke and to effective coordination of such programs with
related stroke programs in the National Institute of Neurological
and Communicative Disorders and Stroke. The Director of the In-
stitute, with the advice of the advisory council for the Institute,
shall revise annually the plan for the Program and shall carry out
the Program in accordance with such plan.

(b) In carrying out the Program, the Director of the Institute,
under policies established by the Director of NTH—

(1) may, after consultation with the advisory council for
the Institute, obtain (in accordance with section 3109 of title
5, United States Code, but without regard to the limitation in
such section on the period of such service) the services of not
more than one hundred experts or consultants who have sci-
entific or professional qualifications;

(2)(A) may, in consultation with the advisory council for
the Institute, acquire and construct, improve, repair, operate,
alter, renovate, and maintain, heart, blood vessel, lung, and
blood disease and blood resource laboratories, research, train-
ing, and other facilities, equipment, and such other real or per-
sonal property as the Director determines necessary;

(B) may, in consultation with the advisory council for the
Institute, make grants for construction or renovation of facili-
ties; and

(C) may, in consultation with the advisory council for the
Institute, acquire, without regard to the Act of March 3, 1877
(40 U.S.C. 34), by lease or otherwise, through the Adminis-
trator of General Services, buildings or parts of buildings in
the District of Columbia or communities located adjacent to the
District of Columbia for the use of the Institute for a period not
to exceed ten years;

(3) subject to section 405(b)(2) and without regard to sec-
tion 3324 of title 31, United States Code, and section 3709 of
the Revised Statutes (41 U.S.C. 5), may enter into such con-
tracts, leases, cooperative agreements, or other transactions, as
may be necessary in the conduct of the Director’s functions,
with any public agency, or with any person, firm, association,
corporation, or educational institutions;

(4) may make grants to public and nonprofit private enti-
ties to assist in meeting the cost of the care of patients in hos-
pitals, clinics, and related facilities who are participating in re-
search projects; and

(5) shall, in consultation with the advisory council for the
Institute, conduct appropriate intramural training and edu-
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cation programs, including continuing education and laboratory

and clinical research training programs.
Except as otherwise provided, experts and consultants whose serv-
ices are obtained under paragraph (1) shall be paid or reimbursed,
in accordance with title 5, United States Code, for their travel to
and from their place of service and for other expenses associated
with their assignment. Such expenses shall not be allowed in con-
nection with the assignment of an expert or consultant whose serv-
ices are obtained under paragraph (1) unless the expert or consult-
ant has agreed in writing to complete the entire period of the as-
signment or one year of the assignment, whichever is shorter, un-
less separated or reassigned for reasons which are beyond the con-
trol of the expert or consultant and which are acceptable to the Di-
rector of the Institute. If the expert or consultant violates the
agreement, the money spent by the United States for such ex-
penses is recoverable from the expert or consultant as a debt due
the United States. The Secretary may waive in whole or in part a
right of recovery under the preceding sentence.

NATIONAL RESEARCH AND DEMONSTRATION CENTERS FOR HEART,
BLOOD VESSEL, LUNG, AND BLOOD DISEASES, SICKLE CELL ANEMIA,
AND BLOOD RESOURCES

SEC. 422. [285b—4] (a)(1) The Director of the Institute may
provide, in accordance with subsection (c), for the development of—
(A) ten centers for basic and clinical research into, training
in, and demonstration of, advanced diagnostic, prevention, and
treatment and rehabilitation methods (including methods of
providing emergency medical services) for heart and blood ves-

sel diseases;

(B) ten centers for basic and clinical research into, training
in, and demonstration of, advanced diagnostic, prevention, and
treatment and rehabilitation methods (including methods of
providing emergency medical services) for lung diseases (in-
cluding bronchitis, emphysema, asthma, cystic fibrosis, and
other lung diseases of children);

(C) ten centers for basic and clinical research into, training
in, and demonstration of, advanced diagnostic, prevention, and
treatment methods (including methods of providing emergency
medical services) for blood diseases and research into blood, in
the use of blood products and in the management of blood re-
sources; and

(D) three centers for basic and clinical research into, train-
ing in, and demonstration of, advanced diagnostic, prevention,
and treatment (including genetic studies, intrauterine environ-
ment studies, postnatal studies, heart arrhythmias, and ac-
quired heart disease and preventive cardiology) for cardio-
vascular diseases in children.

(2) The centers developed under paragraph (1) shall, in addi-
tion to being utilized for research, training, and demonstrations, be
utilized for the following prevention programs for cardiovascular,
pulmonary, and blood diseases:
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(A) Programs to develop improved methods of detecting in-
dividuals with a high risk of developing cardiovascular, pul-
monary, and blood diseases.

(B) Programs to develop improved methods of intervention
against those factors which cause individuals to have a high
risk of developing such diseases.

(C) Programs to develop health professions and allied
health professions personnel highly skilled in the prevention of
such diseases.

(D) Programs to develop improved methods of providing
emergency medical services for persons with such diseases.

(E) Programs of continuing education for health and allied
health professionals in the diagnosis, prevention, and treat-
ment of such diseases and the maintenance of health to reduce
the incidence of such diseases and information programs for
the public respecting the prevention and early diagnosis and
treatment of such diseases and the maintenance of health.

(3) The research, training, and demonstration activities carried
out through any such center may relate to any one or more of the
diseases referred to in paragraph (1) of this subsection.

(b) The Director of the Institute shall provide, in accordance
with subsection (c), for the development of ten centers for basic and
clinical research into the diagnosis, treatment, and control of sickle
cell anemia.

(c)(1) The Director of the Institute may enter into cooperative
agreements with and make grants to public or private nonprofit en-
tities to pay all or part of the cost of planning, establishing, or
strengthening, and providing basic operating support for centers for
basic and clinical research into, training in, and demonstration of
the management of blood resources and advanced diagnostic, pre-
vention, and treatment methods for heart, blood vessel, lung, or
blood diseases.

(2) A cooperative agreement or grant under paragraph (1) shall
be entered into in accordance with policies established by the Di-
rector of NIH and after consultation with the Institute’s advisory
council.

(3) Federal payments made under a cooperative agreement or
grant under paragraph (1) may be used for—

(A) construction (notwithstanding any limitation under
section 496);

(B) staffing and other basic operating costs, including such
patient care costs as are required for research;

(C) training, including training for allied health profes-
sionals; and

(D) demonstration purposes.

As used in this subsection, the term “construction” does not include
the acquisition of land, and the term “training” does not include re-
search training for which National Research Service Awards 19 may
be provided under section 487.

(4) Support of a center under paragraph (1) may be for a period
of not to exceed five years. Such period may be extended by the Di-
rector for additional periods of not more than five years each if the

19Now Ruth L. Kirschstein National Research Service Awards. See section 487.

June 23, 2022 As Amended Through P.L. 117-104, Enacted March 18, 2022



G:\COMP\PHSA\PUBLIC HEALTH SERVICE ACT-TITLE IVNATIONAL R... XML

107 PUBLIC HEALTH SERVICE ACT Sec. 424

operations of such center have been reviewed by an appropriate
technical and scientific peer review group established by the Direc-
tor and if such group has recommended to the Director that such
period should be extended.

ASSOCIATE DIRECTOR FOR PREVENTION

SEC. 423. [285b—6] (a) There shall be in the Institute an Asso-
ciate Director for Prevention to coordinate and promote the pro-
grams in the Institute concerning the prevention of heart, blood
vessel, lung, and blood diseases. The Associate Director shall be ap-
pointed by the Director of the Institute from individuals who be-
cause of their professional training or experience are experts in
public health or preventive medicine.

(b) The Associate Director for Prevention shall prepare for in-
clusion in the biennial report made under section 407 a description
of the prevention activities of the Institute, including a description
of the staff and resources allocated to those activities.

NATIONAL CENTER ON SLEEP DISORDERS RESEARCH

SEC. 424. [285b-7]1 (a) Not later than 1 year after the date of
the enactment of the National Institutes of Health Revitalization
Act of 1993, the Director of the Institute shall establish the Na-
tional Center on Sleep Disorders Research (in this section referred
to as the “Center”). The Center shall be headed by a director, who
shall be appointed by the Director of the Institute.

(b) The general purpose of the Center is—

(1) the conduct and support of research, training, health
information dissemination, and other activities with respect to
sleep disorders, including biological and circadian rhythm re-
search, basic understanding of sleep, chronobiological and
other sleep related research; and

(2) to coordinate the activities of the Center with similar
activities of other Federal agencies, including the other agen-
cies of the National Institutes of Health, and similar activities
of other public entities and nonprofit entities.

(c)(1) The Director of the National Institutes of Health shall es-
tablish a board to be known as the Sleep Disorders Research Advi-
sory Board (in this section referred to as the “Advisory Board”).

(2) The Advisory Board shall advise, assist, consult with, and
make recommendations to the Director of the National Institutes
of Health, through the Director of the Institute, and the Director
of the Center concerning matters relating to the scientific activities
carried out by and through the Center and the policies respecting
such activities, including recommendations with respect to the plan
required in subsection (c) 29.

(3)(A) The Director of the National Institutes of Health shall
appoint to the Advisory Board 12 appropriately qualified represent-
atives of the public who are not officers or employees of the Federal
Government. Of such members, eight shall be representatives of
health and scientific disciplines with respect to sleep disorders and

20S0 in law. See section 503 of Public Law 103-43 (107 Stat. 159). Probably should be “sub-
section (d)”.
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four shall be individuals representing the interests of individuals
with or undergoing treatment for sleep disorders.

(B) The following officials shall serve as ex officio members of
the Advisory Board:

(i) The Director of the National Institutes of Health.
(11) The Director of the Center.
(iii) The Director of the National Heart, Lung and Blood

Institute.

(iv) The Director of the National Institute of Mental

Health.

(v) The Director of the National Institute on Aging.
(vi) The Director of the Eunice Kennedy Shriver National

Institute of Child Health and Human Development.

(vii) The Director of the National Institute of Neurological

Disorders and Stroke.

(viii) The Assistant Secretary for Health.

(ix) The Assistant Secretary of Defense (Health Affairs).

(x) The Chief Medical Director of the Veterans’ Adminis-
tration.

(4) The members of the Advisory Board shall, from among the
members of the Advisory Board, designate an individual to serve
as the chair of the Advisory Board.

(5) Except as inconsistent with, or inapplicable to, this section,
the provisions of section 406 shall apply to the advisory board 2! es-
tablished under this section in the same manner as such provisions
apply to any advisory council established under such section.

(d)(1) After consultation with the Director of the Center and
the advisory board established under subsection (c), the Director of
the National Institutes of Health shall develop a comprehensive
plan for the conduct and support of sleep disorders research.

(2) The plan developed under paragraph (1) shall identify pri-
orities with respect to such research and shall provide for the co-
ordination of such research conducted or supported by the agencies
of the National Institutes of Health.

(3) The Director of the National Institutes of Health (after con-
sultation with the Director of the Center and the advisory board es-
tablished under subsection (c)) shall revise the plan developed
under paragraph (1) as appropriate.

(e) The Director of the Center, in cooperation with the Centers
for Disease Control and Prevention, is authorized to coordinate ac-
tivities with the Department of Transportation, the Department of
Defense, the Department of Education, the Department of Labor,
and the Department of Commerce to collect data, conduct studies,
and disseminate public information concerning the impact of sleep
disorders and sleep deprivation.

HEART ATTACK, STROKE, AND OTHER CARDIOVASCULAR DISEASES IN
WOMEN

SEC. 424A. [285b-7a] (a) IN GENERAL.—The Director of the
Institute shall expand, intensify, and coordinate research and re-

2180 in law. See section 503 of Public Law 103-43 (107 Stat. 159). Probably should be capital-
ized.
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lated activities of the Institute with respect to heart attack, stroke,
and other cardiovascular diseases in women.

(b) COORDINATION WITH OTHER INSTITUTES.—The Director of
the Institute shall coordinate activities under subsection (a) with
similar activities conducted by the other national research insti-
tutes and agencies of the National Institutes of Health to the ex-
tent that such Institutes and agencies have responsibilities that
are related to heart attack, stroke, and other cardiovascular dis-
eases in women.

(c) CERTAIN PROGRAMS.—In carrying out subsection (a), the Di-
rector of the Institute shall conduct or support research to expand
the understanding of the causes of, and to develop methods for pre-
venting, cardiovascular diseases in women. Activities under such
subsection shall include conducting and supporting the following:

(1) Research to determine the reasons underlying the prev-
alence of heart attack, stroke, and other cardiovascular dis-
eases in women, including African-American women and other
women who are members of racial or ethnic minority groups.

(2) Basic research concerning the etiology and causes of
cardiovascular diseases in women.

(3) Epidemiological studies to address the frequency and
natural history of such diseases and the differences among
men and women, and among racial and ethnic groups, with re-
spect to such diseases.

(4) The development of safe, efficient, and cost-effective di-
agnostic approaches to evaluating women with suspected
ischemic heart disease.

(5) Clinical research for the development and evaluation of
new treatments for women, including rehabilitation.

(6) Studies to gain a better understanding of methods of
preventing cardiovascular diseases in women, including appli-
cations of effective methods for the control of blood pressure,
lipids, and obesity.

(7) Information and education programs for patients and
health care providers on risk factors associated with heart at-
tack, stroke, and other cardiovascular diseases in women, and
on the importance of the prevention or control of such risk fac-
tors and timely referral with appropriate diagnosis and treat-
ment. Such programs shall include information and education
on health-related behaviors that can improve such important
risk factors as smoking, obesity, high blood cholesterol, and
lack of exercise.

COORDINATION OF FEDERAL ASTHMA ACTIVITIES

SEC. 424B22 [285b-7b] (a) IN GENERAL.—The Director of In-
stitute shall, through the National Asthma Education Prevention
Program Coordinating Committee—

(1) identify all Federal programs that carry out asthma-re-
lated activities; and

2280 in law. The section designation lacks a period. See section 521 of Public Law 106-310
(114 Stat. 1116).
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(2) develop, in consultation with appropriate Federal agen-

cies and professional and voluntary health organizations, a

Federal plan for responding to asthma.

(b) REPRESENTATION OF THE DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT.—A representative of the Department of
Housing and Urban Development shall be included on the National
Asthma Education Prevention Program Coordinating Committee
for the purpose of performing the tasks described in subsection
(a).23
SEC. 424C. [285b-7c] TUBERCULOSIS.

(a) IN GENERAL.—The Director of the National Institutes of
Health may expand, intensify, and coordinate research and devel-
opment and related activities of the Institutes with respect to tu-
berculosis including activities toward the goal of eliminating such
disease.

(b) CERTAIN ACTIVITIES.—Activities under subsection (a) may
include—

(1) enhancing basic and clinical research on tuberculosis,
including drug resistant tuberculosis;

(2) expanding research on the relationship between such
disease and the human immunodeficiency virus; and

(3) developing new tools for the elimination of tuberculosis,
including public health interventions and methods to enhance
detection and response to outbreaks of tuberculosis, including
multidrug resistant tuberculosis.

SEC. 425. [285b-8] CONGENITAL HEART DISEASE.

(a) IN GENERAL.—The Director of the Institute may expand, in-
tensify, and coordinate research and related activities of the Insti-
tute with respect to congenital heart disease, which may include
congenital heart disease research with respect to—

(1) causation of congenital heart disease, including genetic
causes;

(2) long-term outcomes in individuals with congenital
heart disease, including infants, children, teenagers, adults,
and elderly individuals;

(3) diagnosis, treatment, and prevention;

(4) studies using longitudinal data and retrospective anal-
ysis to identify effective treatments and outcomes for individ-
uals with congenital heart disease; and

(5) identifying barriers to life-long care for individuals with
congenital heart disease.

(b) COORDINATION OF RESEARCH ACTIVITIES.—The Director of
the Institute may coordinate research efforts related to congenital
heart disease among multiple research institutions and may de-
velop research networks.

(¢) MINORITY AND MEDICALLY UNDERSERVED COMMUNITIES.—
In carrying out the activities described in this section, the Director
of the Institute shall consider the application of such research and
other activities to minority and medically underserved commu-
nities.

23 Section 425 was repealed by section 103(b)(20) of Public Law 109-482 (120 Stat. 3688).
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Subpart 3—National Institute of Diabetes and Digestive and
Kidney Diseases

PURPOSE OF THE INSTITUTE

SEC. 426. [285c] The general purpose of the National Institute
of Diabetes and Digestive and Kidney Diseases (hereafter in this
subpart referred to as the “Institute”) is the conduct and support
of research, training, health information dissemination, and other
programs with respect to diabetes mellitus and endocrine and met-
abolic diseases, digestive diseases and nutritional disorders, and
kidney, urologic, and hematologic diseases.

DATA SYSTEMS AND INFORMATION CLEARINGHOUSES

SEC. 427. [285¢c—1] (a) The Director of the Institute shall (1)
establish the National Diabetes Data System for the collection,
storage, analysis, retrieval, and dissemination of data derived from
patient populations with diabetes, including, where possible, data
involving general populations for the purpose of detection of indi-
viduals with a risk of developing diabetes, and (2) establish the Na-
tional Diabetes Information Clearinghouse to facilitate and en-
hance knowledge and understanding of diabetes on the part of
health professionals, patients, and the public through the effective
dissemination of information.

(b) The Director of the Institute shall (1) establish the National
Digestive Diseases Data System for the collection, storage, anal-
ysis, retrieval, and dissemination of data derived from patient pop-
ulations with digestive diseases, including, where possible, data in-
volving general populations for the purpose of detection of individ-
uals with a risk of developing digestive diseases, and (2) establish
the National Digestive Diseases Information Clearinghouse to fa-
cilitate and enhance knowledge and understanding of digestive dis-
eases on the part of health professionals, patients, and the public
through the effective dissemination of information.

(c) The Director of the Institute shall (1) establish the National
Kidney and Urologic Diseases Data System for the collection, stor-
age, analysis, retrieval, and dissemination of data derived from pa-
tient populations with kidney and urologic diseases, including,
where possible, data involving general populations for the purpose
of detection of individuals with a risk of developing kidney and uro-
logic diseases, and (2) establish the National Kidney and Urologic
Diseases Information Clearinghouse to facilitate and enhance
knowledge and understanding of kidney and urologic diseases on
the part of health professionals, patients, and the public through
the effective dissemination of information.

DIVISION DIRECTORS FOR DIABETES, ENDOCRINOLOGY, AND META-
BOLIC DISEASES, DIGESTIVE DISEASES AND NUTRITION, AND KIDNEY,
UROLOGIC, AND HEMATOLOGIC DISEASES

SEcC. 428. [285c-2] (a)(1) In the Institute there shall be a Divi-
sion Director for Diabetes, Endocrinology, and Metabolic Diseases,
a Division Director for Digestive Diseases and Nutrition, and a Di-
vision Director for Kidney, Urologic, and Hematologic Diseases.
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Such Division Directors, under the supervision of the Director of
the Institute, shall be responsible for—

(A) developing a coordinated plan (including recommenda-
tions for expenditures) for each of the national research insti-
tutes within the National Institutes of Health with respect to
research and training concerning diabetes, endocrine and met-
abolic diseases, digestive diseases and nutrition, and kidney,
urologic, and hematologic diseases;

(B) assessing the adequacy of management approaches for
the activities within such institutes concerning such diseases
and nutrition and developing improved approaches if needed;

(C) monitoring and reviewing expenditures by such insti-
tutes concerning such diseases and nutrition; and

(D) identifying research opportunities concerning such dis-
eases and nutrition and recommending ways to utilize such op-
portunities.

(2) The Director of the Institute shall transmit to the Director
of NIH the plans, recommendations, and reviews of the Division
Directors under subparagraphs (A) through (D) of paragraph (1) to-
gether with such comments and recommendations as the Director
of the Institute determines appropriate.

(b) The Director of the Institute, acting through the Division
Director for Diabetes, Endocrinology, and Metabolic Diseases, the
Division Director for Digestive Diseases and Nutrition, and the Di-
v}ilsiﬁn Director for Kidney, Urologic, and Hematologic Diseases,
shall—

(1) carry out programs of support for research and training
(other than training for which National Research Service
Awards 24 may be made under section 487) in the diagnosis,
prevention, and treatment of diabetes mellitus and endocrine
and metabolic diseases, digestive diseases and nutritional dis-
orders, and kidney, urologic, and hematologic diseases, includ-
ing support for training in medical schools, graduate clinical
training, graduate training in epidemiology, epidemiology stud-
ies, clinical trials, and interdisciplinary research programs; and

(2) establish programs of evaluation, planning, and dis-
semination of knowledge related to such research and training.

INTERAGENCY COORDINATING COMMITTEES

SEC. 429. [285¢-3] (a) For the purpose of—

(1) better coordination of the research activities of all the
national research institutes relating to diabetes mellitus, diges-
tiv((:a1 diseases, and kidney, urologic, and hematologic diseases;
an

(2) coordinating those aspects of all Federal health pro-
grams and activities relating to such diseases to assure the
adequacy and technical soundness of such programs and activi-
ties and to provide for the full communication and exchange of
information necessary to maintain adequate coordination of
such programs and activities;

the Secretary shall establish a Diabetes Mellitus Interagency Co-
ordinating Committee, a Digestive Diseases Interagency Coordi-

24 Now Ruth L. Kirschstein National Research Service Awards. See section 487.
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nating Committee, and a Kidney, Urologic, and Hematologic Dis-
eases Coordinating Committee (hereafter in this section individ-
ually referred to as a “Committee”).

(b) Each Committee shall be composed of the Directors of each
of the national research institutes and divisions involved in re-
search with respect to the diseases for which the Committee is es-
tablished, the Division Director of the Institute for the diseases for
which the Committee is established, the Chief Medical Director of
the Veterans’ Administration, and the Assistant Secretary of De-
fense for Health Affairs (or the designees of such officers) and shall
include representation from all other Federal departments and
agencies whose programs involve health functions or responsibil-
ities relevant to such diseases, as determined by the Secretary.
Each Committee shall be chaired by the Director of NIH (or the
designee of the Director). Each Committee shall meet at the call of
the chairman, but not less often than four times a year.

ADVISORY BOARDS

SEC. 430. [285c—4] (a) The Secretary shall establish in the In-
stitute the National Diabetes Advisory Board, the National Diges-
tive Diseases Advisory Board, and the National Kidney and Uro-
logic Diseases Advisory Board (hereafter in this section individually
referred to as an “Advisory Board”).

(b) Each Advisory Board shall be composed of eighteen ap-
pointed members and nonvoting ex officio members as follows:

(1) The Secretary shall appoint—

(A) twelve members from individuals who are sci-
entists, physicians, and other health professionals, who are
not officers or employees of the United States, and who
represent the specialties and disciplines relevant to the
diseases with respect to which the Advisory Board is es-
tablished; and

(B) six members from the general public who are
knowledgeable with respect to such diseases, including at
least one member who is a person who has such a disease
and one member who is a parent of a person who has such
a disease.

Of the appointed members at least five shall by virtue of train-

ing or experience be knowledgeable in the fields of health edu-

cation, nursing, data systems, public information, and commu-
nity program development.

(2)(A) The following shall be ex officio members of each Ad-
visory Board:

(i) The Assistant Secretary for Health, the Director of
NIH, the Director of the National Institute of Diabetes and
Digestive and Kidney Diseases, the Director of the Centers
for Disease Control and Prevention, the Chief Medical Di-
rector of the Department of Veterans Affairs, the Assistant
Secretary of Defense for Health Affairs, and the Division
Director of the National Institute of Diabetes and Diges-
tive and Kidney Diseases for the diseases for which the
Board is established (or the designees of such officers).
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(i1) Such other officers and employees of the United

States as the Secretary determines necessary for the Advi-

sory Board to carry out its functions.

(B) In the case of the National Diabetes Advisory Board,
the following shall also be ex officio members: The Director of
the National Heart, Lung, and Blood Institute, the Director of
the National Eye Institute, the Director of the Eunice Kennedy
Shriver National Institute of Child Health and Human Devel-
opment, and the Administrator of the Health Resources and
Services Administration (or the designees of such officers).

(c) Members of an Advisory Board who are officers or employ-
ees of the Federal Government shall serve as members of the Advi-
sory Board without compensation in addition to that received in
their regular public employment. Other members of the Board shall
receive compensation at rates not to exceed the daily equivalent of
the annual rate in effect for grade GS-18 of the General Schedule
for each day (including traveltime) they are engaged in the per-
formance of their duties as members of the Board.

(d) The term of office of an appointed member of an Advisory
Board is four years, except that no term of office may extend be-
yond the expiration of the Advisory Board. Any member appointed
to fill a vacancy for an unexpired term shall be appointed for the
remainder of such term. A member may serve after the expiration
of the member’s term until a successor has taken office. If a va-
cancy occurs in an Advisory Board, the Secretary shall make an ap-
pointment to fill the vacancy not later than 90 days from the date
the vacancy occurred.

(e) The members of each Advisory Board shall select a chair-
man from among the appointed members.

(f) The Secretary shall, after consultation with and consider-
ation of the recommendations of an Advisory Board, provide the
Advisory Board with an executive director and one other profes-
sional staff member. In addition, the Secretary shall, after con-
sultation with and consideration of the recommendations of the Ad-
visory Board, provide the Advisory Board with such additional pro-
fessional staff members, such clerical staff members, such services
of consultants, such information, and (through contracts or other
arrangements) such administrative support services and facilities,
as the Secretary determines are necessary for the Advisory Board
to carry out its functions.

(g) Each Advisory Board shall meet at the call of the chairman
or upon request of the Director of the Institute, but not less often
than four times a year.

(h) The National Diabetes Advisory Board and the National Di-
gestive Diseases Advisory Board shall—

(1) review and evaluate the implementation of the plan
(referred to in section 433) respecting the diseases with respect
to which the Advisory Board was established and periodically
update the plan to ensure its continuing relevance;

(2) for the purpose of assuring the most effective use and
organization of resources respecting such diseases, advise and
make recommendations to the Congress, the Secretary, the Di-
rector of NIH, the Director of the Institute, and the heads of
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other appropriate Federal agencies for the implementation and
revision of such plan; and
(3) maintain liaison with other advisory bodies related to

Federal agencies involved in the implementation of such plan,

the coordinating committee for such diseases, and with key

non-Federal entities involved in activities affecting the control
of such diseases.

(1) In carrying out its functions, each Advisory Board may es-
tablish subcommittees, convene workshops and conferences, and
collect data. Such subcommittees may be composed of Advisory
Board members and nonmember consultants with expertise in the
particular area addressed by such subcommittees. The subcommit-
tees may hold such meetings as are necessary to enable them to
carry out their activities.

(j) The National Diabetes Advisory Board and the National Di-
gestive Diseases Advisory Board in existence on the date of enact-
ment of the Health Research Extension Act of 1985 shall terminate
upon the appointment of a successor Board under subsection (a).
The Secretary shall make appointments to the Advisory Boards es-
tablished under subsection (a) before the expiration of 90 days after
such date. The members of the Boards in existence on such date
may be appointed, in accordance with subsections (b) and (d), to
the Boards established under subsection (a) for diabetes and diges-
tive diseases, except that at least one-half of the members of the
National Diabetes Advisory Board in existence on the date of enact-
ment of the Health Research Extension Act of 1985 shall be ap-
pointed to the National Diabetes Advisory Board first established
under subsection (a).

RESEARCH AND TRAINING CENTERS

SEC. 431. [285¢-5]1 (a)(1) Consistent with applicable rec-
ommendations of the National Commission on Diabetes, the Direc-
tor of the Institute shall provide for the development or substantial
expansion of centers for research and training in diabetes mellitus
and related endocrine and metabolic diseases. Each center devel-
oped or expanded under this subsection shall—

(A) utilize the facilities of a single institution, or be formed
from a consortium of cooperating institutions, meeting such re-
search and training qualifications as may be prescribed by the
Secretary; and

(B) conduct—

(i) research in the diagnosis and treatment of diabetes
mellitus and related endocrine and metabolic diseases and
the complications resulting from such diseases;

(ii) training programs for physicians and allied health
personnel in current methods of diagnosis and treatment
of such diseases and complications, and in research in dia-
betes; and

(iii) information programs for physicians and allied
health personnel who provide primary care for patients
with such diseases or complications.
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(2) A center may use funds provided under paragraph (1) to
provide stipends for nurses and allied health professionals enrolled
in research training programs described in paragraph (1)(B)(ii).

(b) Consistent with applicable recommendations of the Na-
tional Digestive Diseases Advisory Board, the Director shall pro-
vide for the development or substantial expansion of centers for re-
search in digestive diseases and related functional, congenital, met-
abolic disorders, and normal development of the digestive tract.
Each center developed or expanded under this subsection—

(1) shall utilize the facilities of a single institution, or be
formed from a consortium of cooperating institutions, meeting
such research qualifications as may be prescribed by the Sec-
retary;

(2) shall develop and conduct basic and clinical research
into the cause, diagnosis, early detection, prevention, control,
and treatment of digestive diseases and nutritional disorders
and related functional, congenital, or metabolic complications
resulting from such diseases or disorders;

(3) shall encourage research into and programs for—

(A) providing information for patients with such dis-
eases and the families of such patients, physicians and
others who care for such patients, and the general public;

(B) model programs for cost effective and preventive
patient care; and

(C) training physicians and scientists in research on
such diseases, disorders, and complications; and
(4) may perform research and participate in epidemiolog-

ical studies and data collection relevant to digestive diseases

and disorders and disseminate such research, studies, and data
to the health care profession and to the public.

(¢) The Director shall provide for the development or substan-
tial expansion of centers for research in kidney and urologic dis-
eases. Each center developed or expanded under this subsection—

(1) shall utilize the facilities of a single institution, or be
formed from a consortium of cooperating institutions, meeting
such research qualifications as may be prescribed by the Sec-
retary;

(2) shall develop and conduct basic and clinical research
into the cause, diagnosis, early detection, prevention, control,
and treatment of kidney and urologic diseases;

(3) shall encourage research into and programs for—

(A) providing information for patients with such dis-
eases, disorders, and complications and the families of
such patients, physicians and others who care for such pa-
tients, and the general public;

(B) model programs for cost effective and preventive
patient care; and

(C) training physicians and scientists in research on
such diseases; and
(4) may perform research and participate in epidemiolog-

ical studies and data collection relevant to kidney and urologic

diseases in order to disseminate such research, studies, and

data to the health care profession and to the public.
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(d)(1) The Director of the Institute shall, subject to the extent
of amounts made available in appropriations Acts, provide for the
development or substantial expansion of centers for research and
training regarding nutritional disorders, including obesity.

(2) The Director of the Institute shall carry out paragraph (1)
in collaboration with the Director of the National Cancer Institute
and with the Directors of such other agencies of the National Insti-
tutes of Health as the Director of NIH determines to be appro-
priate.

b 1{3) Each center developed or expanded under paragraph (1)
shall—

(A) utilize the facilities of a single institution, or be formed
from a consortium of cooperating institutions, meeting such re-
search and training qualifications as may be prescribed by the
Director;

(B) conduct basic and clinical research into the cause, diag-
nosis, early detection, prevention, control and treatment of nu-
tritional disorders, including obesity and the impact of nutri-
tion and diet on child development;

(C) conduct training programs for physicians and allied
health professionals in current methods of diagnosis and treat-
ment of such diseases and complications, and in research in
such disorders; and

(D) conduct information programs for physicians and allied
health professionals who provide primary care for patients
with such disorders or complications.

(e) Insofar as practicable, centers developed or expanded under
this section should be geographically dispersed throughout the
United States and in environments with proven research capabili-
ties. Support of a center under this section may be for a period of
not to exceed five years and such period may be extended by the
Director of the Institute for additional periods of not more than five
years each if the operations of such center have been reviewed by
an appropriate technical and scientific peer review group estab-
lished by the Director and if such group has recommended to the
Director that such period should be extended.

ADVISORY COUNCIL SUBCOMMITTEES

SEC. 432. [285¢—6] There are established within the advisory
council for the Institute appointed under section 406 a sub-
committee on diabetes and endocrine and metabolic diseases, a
subcommittee on digestive diseases and nutrition, and a sub-
committee on kidney, urologic, and hematologic diseases. The sub-
committees shall be composed of members of the advisory council
who are outstanding in the diagnosis, prevention, and treatment of
the diseases for which the subcommittees are established and
members of the advisory council who are leaders in the fields of
education and public affairs. The subcommittees are authorized to
review applications made to the Director of the Institute for grants
for research and training projects relating to the diagnosis, preven-
tion, and treatment of the diseases for which the subcommittees
are established and shall recommend to the advisory council those
applications and contracts that the subcommittees determine will
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best carry out the purposes of the Institute. The subcommittees
shall also review and evaluate the diabetes and endocrine and met-
abolic diseases, digestive diseases and nutrition, and kidney, uro-
logic, and hematologic diseases programs of the Institute and rec-
ommend to the advisory council such changes in the administration
of such programs as the subcommittees determine are necessary.

BIENNIAL REPORT

SEC. 433. [285¢—7]1 The Director of the Institute shall prepare
for inclusion in the biennial report made under section 407 a de-
scription of the Institute’s activities—

(1) under the current diabetes plan under the National Di-
abetes Mellitus Research and Education Act; and

(2) under the current digestive diseases plan formulated
under the Arthritis, Diabetes, and Digestive Diseases Amend-

ments of 1976.

The description submitted by the Director shall include an evalua-
tion of the activities of the centers supported under section 431.

NUTRITIONAL DISORDERS PROGRAM

SEC. 434. [285¢c—-8] (a) The Director of the Institute, in con-
sultation with the Director of NIH, shall establish a program of
conducting and supporting research, training, health information
dissemination, and other activities with respect to nutritional dis-
orders, including obesity.

(b) In carrying out the program established under subsection
(a), the Director of the Institute shall conduct and support each of
the activities described in such subsection.

(c) In carrying out the program established under subsection
(a), the Director of the Institute shall carry out activities to facili-
tate and enhance knowledge and understanding of nutritional dis-
orders, including obesity, on the part of health professionals, pa-
tients, and the public through the effective dissemination of infor-
mation.

JUVENILE DIABETES

SEC. 434A. [285¢-9] (a) LONG-TERM EPIDEMIOLOGY STUDIES.—
The Director of the Institute shall conduct or support long-term ep-
idemiology studies in which individuals with or at risk for type 1,
or juvenile, diabetes are followed for 10 years or more. Such studies
shall investigate the causes and characteristics of the disease and
its complications.

(b) CLINICAL TRIAL INFRASTRUCTURE/INNOVATIVE TREATMENTS
FOR JUVENILE DIABETES.—The Secretary, acting through the Direc-
tor of the National Institutes of Health, shall support regional clin-
ical research centers for the prevention, detection, treatment, and
cure of juvenile diabetes.

(¢) PREVENTION OF TYPE 1 DIABETES.—The Secretary, acting
through the appropriate agencies, shall provide for a national effort
to prevent type 1 diabetes. Such effort shall provide for a combina-
tion of increased efforts in research and development of prevention
strategies, including consideration of vaccine development, coupled

June 23, 2022 As Amended Through P.L. 117-104, Enacted March 18, 2022



G:\COMP\PHSA\PUBLIC HEALTH SERVICE ACT-TITLE IVNATIONAL R... XML

119 PUBLIC HEALTH SERVICE ACT Sec. 436

with appropriate ability to test the effectiveness of such strategies
in large clinical trials of children and young adults.

Subpart 4—National Institute of Arthritis and Musculoskeletal and
Skin Diseases

PURPOSE OF THE INSTITUTE

SEC. 435. [285d] The general purpose of the National Institute
of Arthritis and Musculoskeletal and Skin Diseases (hereafter in
this subpart referred to as the “Institute”) is the conduct and sup-
port of research and training, the dissemination of health informa-
tion, and other programs with respect to arthritis and musculo-
skeletal and skin diseases (including sports-related disorders), with
particular attention to the effect of these diseases on children.

NATIONAL ARTHRITIS AND MUSCULOSKELETAL AND SKIN DISEASES
PROGRAM

SEC. 436. [285d—1] (a) The Director of the Institute, with the
advice of the Institute’s advisory council, shall prepare and trans-
mit to the Director of NIH a plan for a national arthritis and mus-
culoskeletal and skin diseases program to expand, intensify, and
coordinate the activities of the Institute respecting arthritis and
musculoskeletal and skin diseases. The plan shall include such
comments and recommendations as the Director of the Institute de-
termines appropriate. The plan shall place particular emphasis
upon expanding research into better understanding the causes and
the development of effective treatments for arthritis affecting chil-
dren. The Director of the Institute shall periodically review and re-
vise such plan and shall transmit any revisions of such plan to the
Director of NIH.

(b) Activities under the national arthritis and musculoskeletal
and skin diseases program shall be coordinated with the other na-
tional research institutes to the extent that such institutes have re-
sponsibilities respecting arthritis and musculoskeletal and skin dis-
eases, and shall, at least, provide for—

(1) investigation into the epidemiology, etiology, and pre-
vention of all forms of arthritis and musculoskeletal and skin
diseases, including sports-related disorders, primarily through
the support of basic research in such areas as immunology, ge-
netics, biochemistry, microbiology, physiology, bioengineering,
and any other scientific discipline which can contribute impor-
tant knowledge to the treatment and understanding of arthri-
tis and musculoskeletal and skin diseases;

(2) research into the development, trial, and evaluation of
techniques, drugs, and devices used in the diagnosis, treat-
ment, including medical rehabilitation, and prevention of ar-
thritis and musculoskeletal and skin diseases;

(3) research on the refinement, development, and evalua-
tion of technological devices that will replace or be a substitute
for damaged bone, muscle, and joints and other supporting
structures;
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(4) the establishment of mechanisms to monitor the causes
of athletic injuries and identify ways of preventing such inju-
ries on scholastic athletic fields; and

(5) research into the causes of arthritis affecting children
and the development, trial, and evaluation of techniques, drugs
and devices used in the diagnosis, treatment (including med-
ical rehabilitation), and prevention of arthritis in children.

(c) The Director of the Institute shall carry out the national ar-
thritis and musculoskeletal and skin diseases program in accord-
ance with the plan prepared under subsection (a) and any revisions
of such plan made under such subsection.

RESEARCH AND TRAINING

SEcC. 437. [285d-2] The Director of the Institute shall—

(1) carry out programs of support for research and training
(other than training for which National Research Service
Awards 25 may be made under section 487) in the diagnosis,
prevention, and treatment of arthritis and musculoskeletal and
skin diseases, including support for training in medical schools,
graduate clinical training, graduate training in epidemiology,
epidemiology studies, clinical trials, and interdisciplinary re-
search programs; and

(2) establish programs of evaluation, planning, and dis-
semination of knowledge related to such research and training.

DATA SYSTEM AND INFORMATION CLEARINGHOUSE

SEC. 438. [285d-3] (a) The Director of the Institute shall es-
tablish the National Arthritis and Musculoskeletal and Skin Dis-
eases Data System for the collection, storage, analysis, retrieval,
and dissemination of data derived from patient populations with
arthritis and musculoskeletal and skin diseases, including where
possible, data involving general populations for the purpose of de-
tection of individuals with a risk of developing arthritis and mus-
culoskeletal and skin diseases.

(b) The Director of the Institute shall establish the National
Arthritis and Musculoskeletal and Skin Diseases Information
Clearinghouse to facilitate and enhance, through the effective dis-
semination of information, knowledge and understanding of arthri-
tis and musculoskeletal and skin diseases, including juvenile ar-
thritis and related conditions, by health professionals, patients, and
the public.

INTERAGENCY COORDINATING COMMITTEES

SEC. 439. [285d-4] (a) For the purpose of—

(1) better coordination of the research activities of all the
national research institutes relating to arthritis, musculo-
skeletal diseases, and skin diseases, including sports-related
disorders; and

(2) coordinating the aspects of all Federal health programs
and activities relating to arthritis, musculoskeletal diseases,
and skin diseases in order to assure the adequacy and tech-

25 Now Ruth L. Kirschstein National Research Service Awards. See section 487.
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nical soundness of such programs and activities and in order
to provide for the full communication and exchange of informa-
tion necessary to maintain adequate coordination of such pro-
grams and activities,
the Secretary shall establish an Arthritis and Musculoskeletal Dis-
eases Interagency Coordinating Committee and a Skin Diseases
Interagency Coordinating Committee (hereafter in this section indi-
vidually referred to as a “Committee”).

(b) Each Committee shall be composed of the Directors of each
of the national research institutes and divisions involved in re-
search regarding the diseases with respect to which the Committee
is established, the Chief Medical Director of the Department of Vet-
erans Affairs, and the Assistant Secretary of Defense for Health Af-
fairs (or the designees of such officers), and representatives of all
other Federal departments and agencies (as determined by the Sec-
retary) whose programs involve health functions or responsibilities
relevant to arthritis and musculoskeletal diseases or skin diseases,
as the case may be. Each Committee shall be chaired by the Direc-
tor of NIH (or the designee of the Director). Each Committee shall
meet at the call of the chairman, but not less often than four times
a year.

ARTHRITIS AND MUSCULOSKELETAL DISEASES DEMONSTRATION
PROJECTS

SEC. 440. [285d-5] (a) The Director of the Institute may make
grants to public and private nonprofit entities to establish and sup-
port projects for the development and demonstration of methods for
screening, detection, and referral for treatment of arthritis and
musculoskeletal diseases and for the dissemination of information
on such methods to the health and allied health professions. Activi-
ties under such projects shall be coordinated with Federal, State,
local, and regional health agencies, centers assisted under section
441, and the data system established under subsection (c).

(b) Projects supported under this section shall include—

(1) programs which emphasize the development and dem-
onstration of new and improved methods of screening and
early detection, referral for treatment, and diagnosis of individ-
uals with a risk of developing arthritis and musculoskeletal
diseases;

(2) programs which emphasize the development and dem-
onstration of new and improved methods for patient referral
from local hospitals and physicians to appropriate centers for
early diagnosis and treatment;

(3) programs which emphasize the development and dem-
onstration of new and improved means of standardizing pa-
tient data and recordkeeping;

(4) programs which emphasize the development and dem-
onstration of new and improved methods of dissemination of
knowledge about the programs, methods, and means referred
to in paragraphs (1), (2), and (3) of this subsection to health
and allied health professionals;
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(5) programs which emphasize the development and dem-
onstration of new and improved methods for the dissemination
to the general public of information—

(A) on the importance of early detection of arthritis
and musculoskeletal diseases, of seeking prompt treat-
ment, and of following an appropriate regimen; and

(B) to discourage the promotion and use of unapproved
and ineffective diagnostic, preventive treatment, and con-
trol methods for arthritis and unapproved and ineffective
drugs and devices for arthritis and musculoskeletal dis-
eases; and
(6) projects for investigation into the epidemiology of all

forms and aspects of arthritis and musculoskeletal diseases, in-
cluding investigations into the social, environmental, behav-
ioral, nutritional, and genetic determinants and influences in-
volved in the epidemiology of arthritis and musculoskeletal dis-
eases.

(¢) The Director shall provide for the standardization of patient
data and recordkeeping for the collection, storage, analysis, re-
trieval, and dissemination of such data in cooperation with projects
assisted under this section, centers assisted under section 441, and
other persons engaged in arthritis and musculoskeletal disease pro-
grams.

MULTIPURPOSE ARTHRITIS AND MUSCULOSKELETAL DISEASES
CENTERS

SEC. 441. [285d—6] (a) The Director of the Institute shall, after
consultation with the advisory council for the Institute, provide for
the development, modernization, and operation (including staffing
and other operating costs such as the costs of patient care required
for research) of new and existing centers for arthritis and musculo-
skeletal diseases. For purposes of this section, the term “mod-
ernization” means the alteration, remodeling, improvement, expan-
sion, and repair of existing buildings and the provision of equip-
ment for such buildings to the extent necessary to make them suit-
able for use as centers described in the preceding sentence.

(b) Each center assisted under this section shall—

(1)(A) use the facilities of a single institution or a consor-
tium of cooperating institutions, and (B) meet such qualifica-
tions as may be prescribed by the Secretary; and

(2) conduct—

(A) basic and clinical research into the cause, diag-
nosis, early detection, prevention, control, and treatment of
and rehabilitation from arthritis and musculoskeletal dis-
eases and complications resulting from arthritis and mus-
culoskeletal diseases, including research into implantable
biomaterials and biomechanical and other orthopedic pro-
cedures;

(B) training programs for physicians, scientists, and
other health and allied health professionals;

(C) information and continuing education programs for
physicians and other health and allied health professionals
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who provide care for patients with arthritis and musculo-
skeletal diseases; and

(D) programs for the dissemination to the general pub-
lic of information—

(i) on the importance of early detection of arthritis
and musculoskeletal diseases, of seeking prompt treat-
ment, and of following an appropriate regimen; and

(i1) to discourage the promotion and use of unap-
proved and ineffective diagnostic, preventive, treat-
ment, and control methods and unapproved and inef-
fective drugs and devices.

A center may use funds provided under subsection (a) to provide
stipends for health professionals enrolled in training programs de-
scribed in paragraph (2)(B).

(c) Each center assisted under this section may conduct pro-
grams to—

(1) establish the effectiveness of new and improved meth-
ods of detection, referral, and diagnosis of individuals with a
risk of developing arthritis and musculoskeletal diseases;

(2) disseminate the results of research, screening, and
other activities, and develop means of standardizing patient
data and recordkeeping; and

(3) develop community consultative services to facilitate
the referral of patients to centers for treatment.

(d) The Director of the Institute shall, insofar as practicable,
provide for an equitable geographical distribution of centers as-
sisted under this section. The Director shall give appropriate con-
sideration to the need for centers especially suited to meeting the
needs of children affected by arthritis and musculoskeletal dis-
eases.

(e) Support of a center under this section may be for a period
of not to exceed five years. Such period may be extended by the Di-
rector of the Institute for one or more additional periods of not
more than five years if the operations of such center have been re-
viewed by an appropriate technical and scientific peer review group
established by the Director and if such group has recommended to
the Director that such period should be extended.

(f) Not later than October 1, 1993, the Director shall establish
a multipurpose arthritis and musculoskeletal disease center for the
purpose of expanding the level of research into the cause, diag-
nosis, early detection, prevention, control, and treatment of, and re-
habilitation of children with arthritis and musculoskeletal diseases.

LUPUS

SEC. 441A. [285d-6a] (a) IN GENERAL.—The Director of the
Institute shall expand and intensify research and related activities
of the Institute with respect to lupus.
(b) COORDINATION WITH OTHER INSTITUTES.—The Director of
the Institute shall coordinate the activities of the Director under
subsection (a) with similar activities conducted by the other na-
tional research institutes and agencies of the National Institutes of
Health to the extent that such Institutes and agencies have respon-
sibilities that are related to lupus.
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(c) PROGRAMS FOR LUPUS.—In carrying out subsection (a), the
Director of the Institute shall conduct or support research to ex-
pand the understanding of the causes of, and to find a cure for,
lupus. Activities under such subsection shall include conducting
and supporting the following:

(1) Research to determine the reasons underlying the ele-
vated prevalence of lupus in women, including African-Amer-
ican women.

(2) Basic research concerning the etiology and causes of
the disease.

(3) Epidemiological studies to address the frequency and
natural history of the disease and the differences among the
sexes and among racial and ethnic groups with respect to the
disease.

(4) The development of improved diagnostic techniques.

(5) Clinical research for the development and evaluation of
new treatments, including new biological agents.

(6) Information and education programs for health care
professionals and the public.

ADVISORY BOARD

SEC. 442. [285d-7] (a) The Secretary shall establish in the In-
stitute the National Arthritis and Musculoskeletal and Skin Dis-
eases Advisory Board (hereafter in this section referred to as the
“Advisory Board”).

(b) The Advisory Board shall be composed of twenty appointed
members and nonvoting, ex officio members, as follows:

(1) The Secretary shall appoint—

(A) twelve members from individuals who are sci-
entists, physicians, and other health professionals, who are
not officers or employees of the United States, and who
represent the specialties and disciplines relevant to arthri-
tis, musculoskeletal diseases, and skin diseases; and

(B) eight members from the general public who are
knowledgeable with respect to such diseases, including one
member who is a person who has such a disease, one per-
son who is the parent of an adult with such a disease, and
two members who are parents of children with arthritis.

Of the appointed members at least five shall by virtue of train-

ing or experience be knowledgeable in health education, nurs-

ing, data systems, public information, or community program
development.

(2) The following shall be ex officio members of the Advi-
sory Board:

(A) the Assistant Secretary for Health, the Director of
NIH, the Director of the National Institute of Arthritis and
Musculoskeletal and Skin Diseases, the Director of the
Centers for Disease Control and Prevention, the Chief
Medical Director of the Department of Veterans Affairs,
and the Assistant Secretary of Defense for Health Affairs
(or the designees of such officers), and
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(B) such other officers and employees of the United

States as the Secretary determines necessary for the Advi-

sory Board to carry out its functions.

(c) Members of the Advisory Board who are officers or employ-
ees of the Federal Government shall serve as members of the Advi-
sory Board without compensation in addition to that received in
their regular public employment. Other members of the Advisory
Board shall receive compensation at rates not to exceed the daily
equivalent of the annual rate in effect for grade GS—18 of the Gen-
eral Schedule for each day (including traveltime) they are engaged
in t}:ie performance of their duties as members of the Advisory
Board.

(d) The term of office of an appointed member of the Advisory
Board is four years. Any member appointed to fill a vacancy for an
unexpired term shall be appointed for the remainder of such term.
A member may serve after the expiration of the member’s term
until a successor has taken office. If a vacancy occurs in the Advi-
sory Board, the Secretary shall make an appointment to fill the va-
cancy not later than 90 days after the date the vacancy occurred.

(e) The members of the Advisory Board shall select a chairman
from among the appointed members.

(f) The Secretary shall, after consultation with and consider-
ation of the recommendations of the Advisory Board, provide the
Advisory Board with an executive director and one other profes-
sional staff member. In addition, the Secretary shall, after con-
sultation with and consideration of the recommendations of the Ad-
visory Board, provide the Advisory Board with such additional pro-
fessional staff members, such clerical staff members, and (through
contracts or other arrangements) with such administrative support
services and facilities, such information, and such services of con-
sultants, as the Secretary determines are necessary for the Advi-
sory Board to carry out its functions.

(g) The Advisory Board shall meet at the call of the chairman
or upon request of the Director of the Institute, but not less often
than four times a year.

(h) The Advisory Board shall—

(1) review and evaluate the implementation of the plan
prepared under section 436(a) and periodically update the plan
to ensure its continuing relevance;

(2) for the purpose of assuring the most effective use and
organization of resources respecting arthritis, musculoskeletal
diseases and skin diseases, advise and make recommendations
to the Congress, the Secretary, the Director of NIH, the Direc-
tor of the Institute, and the heads of other appropriate Federal
agencies for the implementation and revision of such plan; and

(3) maintain liaison with other advisory bodies for Federal
agencies involved in the implementation of such plan, the
interagency coordinating committees for such diseases estab-
lished under section 439, and with key non-Federal entities in-
volved in activities affecting the control of such diseases.

(i) In carrying out its functions, the Advisory Board may estab-
lish subcommittees, convene workshops and conferences, and col-
lect data. Such subcommittees may be composed of Advisory Board
members and nonmember consultants with expertise in the par-
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ticular area addressed by such subcommittees. The subcommittees
may hold such meetings as are necessary to enable them to carry
out their activities.

(j) The National Arthritis Advisory Board in existence on the
date of enactment of the Health Research Extension Act of 1985
shall terminate upon the appointment of a successor Board under
subsection (a). The Secretary shall make appointments to the Advi-
sory Board established under subsection (a) before the expiration
of 90 days after such date. The members of the Board in existence
on such date may be appointed, in accordance with subsections (b)
and (d), to the Advisory Board established under subsection (a).

JUVENILE ARTHRITIS AND RELATED CONDITIONS

SEC. 442A. [285d-8] (a) EXPANSION AND COORDINATION OF AcC-
TIVITIES.—The Director of the Institute, in coordination with the
Director of the National Institute of Allergy and Infectious Dis-
eases, shall expand and intensify the programs of such Institutes
with respect to research and related activities concerning juvenile
arthritis and related conditions.

(b) COORDINATION.—The Directors referred to in subsection (a)
shall jointly coordinate the programs referred to in such subsection
and consult with the Arthritis and Musculoskeletal Diseases Inter-
agency Coordinating Committee.

Subpart 5—National Institute on Aging

PURPOSE OF THE INSTITUTE

SEC. 443. [285e] The general purpose of the National Institute
on Aging (hereafter in this subpart referred to as the “Institute”)
is the conduct and support of biomedical, social, and behavioral re-
search, training, health information dissemination, and other pro-
grams with respect to the aging process and the diseases and other
special problems and needs of the aged.

SPECIAL FUNCTIONS

SEC. 444. [285e-1] (a) In carrying out the training responsibil-
ities under this Act or any other Act for health and allied health
professions personnel, the Secretary shall take appropriate steps to
insure the education and training of adequate numbers of allied
health, nursing, and paramedical personnel in the field of health
care for the aged.

(b) The Director of the Institute shall conduct scientific studies
to measure the impact on the biological, medical, social, and psy-
chological aspects of aging of programs and activities assisted or
conducted by the Department of Health and Human Services.

(c) The Director of the Institute shall carry out public informa-
tion and education programs designed to disseminate as widely as
possible the findings of research sponsored by the Institute, other
relevant aging research and studies, and other information about
the process of aging which may assist elderly and near-elderly per-
sons in dealing with, and all Americans in understanding, the
problems and processes associated with growing older.
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(d) The Director of the Institute shall make grants to public
and private nonprofit institutions to conduct research relating to
Alzheimer’s Disease.

ALZHEIMER’S DISEASE CENTERS

SEC. 445. [285e-2] (a)(1) The Director of the Institute may
enter into cooperative agreements with and make grants to public
or private nonprofit entities (including university medical centers)
to pay all or part of the cost of planning, establishing, or strength-
ening, and providing basic operating support (including staffing) for
centers for basic and clinical research (including multidisciplinary
research) into, training in, and demonstration of advanced diag-
nostic, prevention, and treatment methods for Alzheimer’s disease.

(2) A cooperative agreement or grant under paragraph (1) shall
be entered into in accordance with policies established by the Di-
rector 1of NIH and after consultation with the Institute’s advisory
council.

(b)(1) Federal payments made under a cooperative agreement
or grant under subsection (a) may, with respect to Alzheimer’s dis-
ease, be used for—

(A) diagnostic examinations, patient assessments, patient
care costs, and other costs necessary for conducting research;

(B) training, including training for allied health profes-
sionals;

(C) diagnostic and treatment clinics designed to meet the
special needs of minority and rural populations and other un-
derserved populations;

(D) activities to educate the public; and

(E) the dissemination of information.

(2) For purposes of paragraph (1), the term “training” does not
include research training for which National Research Service
Awards 26 may be provided under section 487.

(c) Support of a center under subsection (a) may be for a period
of not to exceed five years. Such period may be extended by the Di-
rector for additional periods of not more than five years each if the
operations of such center have been reviewed by an appropriate
technical and scientific peer review group established by the Direc-
tor and if such group has recommended to the Director that such
period should be extended.

CLAUDE D. PEPPER OLDER AMERICANS INDEPENDENCE CENTERS

SEC. 445A. [285e-3] (a) The Director of the Institute shall
enter into cooperative agreements with, and make grants to, public
and private nonprofit entities for the development or expansion of
not less than 10 centers of excellence in geriatric research and
training of researchers. Each such center shall be known as a
Claude D. Pepper Older Americans Independence Center.

N 11(b) Each center developed or expanded under this section
shall—

(1) utilize the facilities of a single institution, or be formed

from a consortium of cooperating institutions, meeting such re-

26 Now Ruth L. Kirschstein National Research Service Awards. See section 487.
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search and training qualifications as may be prescribed by the
Director; and
(2) conduct—

(A) research into the aging processes and into the di-
agnosis and treatment of diseases, disorders, and complica-
tions related to aging, including menopause, which re-
search includes research on such treatments, and on med-
ical devices and other medical interventions regarding
such diseases, disorders, and complications, that can assist
individuals in avoiding institutionalization and prolonged
hospitalization and in otherwise increasing the independ-
ence of the individuals; and

(B) programs to develop individuals capable of con-
ducting research described in subparagraph (A).

(¢) In making cooperative agreements and grants under this
section for the development or expansion of centers, the Director of
the Institute shall ensure that, to the extent practicable, any such
centers are distributed equitably among the principal geographic
regions of the United States.

(d) For purposes of this section, the term “independence”, with
respect to diseases, disorders, and complications of aging, means
the functional ability of individuals to perform activities of daily
living or instrumental activities of daily living without assistance
or supervision.

AWARDS AUTHORIZED

SEC. 445B.27 [285e—4] (a) The Director of the Institute shall
make awards to senior researchers who have made distinguished
achievements in biomedical research in areas relating to Alz-
heimer’s disease and related dementias. Awards under this section
shall be used by the recipients to support research in areas relating
to such disease and dementias, and may be used by the recipients
to train junior researchers who demonstrate exceptional promise to
conduct research in such areas.

(b) The Director of the Institute may make awards under this
section to researchers at centers supported under section 445 and
to researchers at other public and nonprofit private entities.

(¢c) The Director of the Institute shall make awards under this
section only to researchers who have been recommended for such
awards by the National Advisory Council on Aging.

(d) The Director of the Institute shall establish procedures for
the selection of the recipients of awards under this section.

(e) Awards under this section shall be made for a one-year pe-
riod, and may be renewed for not more than six additional consecu-
tive one-year periods.

RESEARCH PROGRAM AND PLAN

SEcC. 445C. [285e-5] (a) The Director of the Institute shall con-
duct, or make grants for the conduct of, research relevant to appro-

27 Sections 445B through 445F were originally enacted as provisions of title IX of Public Law
99-660, and were transferred to the Public Health Service Act by section 142 of Public Law
100-607. (Various provisions relating to Alzheimer’s disease remain in such title IX, which is
included in this compilation.)
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priate services for individuals with Alzheimer’s disease and related
dementias and their families.

(b)(1) Within 6 months after the date of enactment of the Alz-
heimer’s Disease and Related Dementias Services Research Act of
1986, the Director of the Institute shall prepare and transmit to
the Chairman of the Council on Alzheimer’s Disease (in this section
referred to as the “Council”) a plan for the research to be conducted
under subsection (a). The plan shall—

(A) provide for research concerning—

(i) the epidemiology of, and the identification of risk
factors for, Alzheimer’s disease and related dementias; and

(i) the development and evaluation of reliable and
valid multidimensional diagnostic and assessment proce-
dures and instruments; and
(B) ensure that research carried out under the plan is co-

ordinated with, and uses, to the maximum extent feasible, re-

sources of, other Federal programs relating to Alzheimer’s dis-
ease and related dementias, including centers supported under
section 445, centers supported by the National Institute of

Mental Health on the psychopathology of the elderly, relevant

activities of the Administration on Aging, other programs and

centers involved in research on Alzheimer’s disease and related
dementias supported by the Department, and other programs
relating to Alzheimer’s disease and related dementias which
are planned or conducted by Federal agencies other than the

Department, State or local agencies, community organizations,

or private foundations.

(2) Within one year after transmitting the plan required under
paragraph (1), and annually thereafter, the Director of the Insti-
tute shall prepare and transmit to the Chairman of the Council
such revisions of such plan as the Director considers appropriate.

(¢) In preparing and revising the plan required by subsection
(b), the Director of the Institute shall consult with the Chairman
of the Council and the heads of agencies within the Department.

(d) the 28 Director of the Institute may develop, or make grants
to develop—

(1) model techniques to—

(A) promote greater independence, including enhanced
independence in performing activities of daily living and
instrumental activities of daily living, for persons with Alz-
heimer’s disease and related disorders; and

(B) prevent or reduce the severity of secondary disabil-
ities, including confusional episodes, falls, bladder and
bowel incontinence, and adverse effects of prescription and
over-the-counter medications, in such persons; and
(2) model curricula for health care professionals, health

care paraprofessionals, and family caregivers, for training and

application in the use of such techniques.

28 S0 in law. See section 9 of Public Law 102-507 (106 Stat. 3287). Probably should be “The”.
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(e) For purposes of this section, the term “Council on Alz-
heimer’s Disease” means the council established in section 911(a)2°
of Public Law 99-660.

DISSEMINATION

SEC. 445D. [285e—6] The Director of the Institute shall dis-
seminate the results of research conducted under section 445C and
this section to appropriate professional entities and to the public.

CLEARINGHOUSE ON ALZHEIMER’S DISEASE

SEC. 445E. [285e-7] (a) The Director of the Institute shall es-
tablish the Clearinghouse on Alzheimer’s Disease (hereinafter re-
ferred to as the “Clearinghouse”). The purpose of the Clearinghouse
is the dissemination of information concerning services available
for individuals with Alzheimer’s disease and related dementias and
their families. The Clearinghouse shall—

(1) compile, archive, and disseminate information con-
cerning research, demonstration, evaluation, and training pro-
grams and projects concerning Alzheimer’s disease and related
dementias; and

(2) annually publish a summary of the information com-
piled under paragraph (1) during the preceding 12-month pe-
riod, and make such information available upon request to ap-
propriate individuals and entities, including educational insti-
tutions, research entities, and Federal and public agencies.

(b) The Clearinghouse may charge an appropriate fee for infor-
mation provided through the toll-free telephone line established
under subsection (a)(3). 30

(c¢) The Director of the Institute, the Director of the National
Institute of Mental Health, and the Director of the National Center
for Health Services Research and Health Care Technology Assess-
ment shall provide to the Clearinghouse summaries of the findings
of research conducted under part D.

DISSEMINATION PROJECT

SEC. 445F. [285e—8] (a) The Director of the Institute shall
make a grant to, or enter into a contract with, a national organiza-
tion representing individuals with Alzheimer’s disease and related
dbementias for the conduct of the activities described in subsection
(b).

(b) The organization receiving a grant or contract under this
section shall—
(1) establish a central computerized information system
to—

(A) compile and disseminate information concerning
initiatives by State and local governments and private en-
tities to provide programs and services for individuals with
Alzheimer’s disease and related dementias; and

(B) translate scientific and technical information con-
cerning such initiatives into information readily under-

29 Section 911 was repealed by section 601(a)(2)(E) of Public Law 105-362 (112 Stat. 3286).
30S0 in law. Section 445E does not contain a subsection (a)(3). Section 445F(b)(2) provides for
a toll-free telephone line.
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standable by the general public, and make such informa-

tion available upon request; and

(2) establish a national toll-free telephone line to make
available the information described in paragraph (1), and infor-
mation concerning Federal programs, services and benefits for
individuals with Alzheimer’s disease and related dementias
and their families.

(¢) The organization receiving a grant or contract under this
section may charge appropriate fees for information provided
through the toll-free telephone line established under subsection
(b)(2), and may make exceptions to such fees for individuals and or-
ganizations who are not financially able to pay such fees.

(d) In order to receive a grant or contract under this section,
an organization shall submit an application to the Director of the
Institute. Such application shall contain—

(1) information demonstrating that such organization has

a network of contacts which will enable such organization to

receive information necessary to the operation of the central

computerized information system described in subsection (b)(1);

(2) information demonstrating that, by the end of fiscal
year 1991, such organization will be financially able to, and
will, carry out the activities described in subsection (b) without

a grant or contract from the Federal Government; and

(3) such other information as the Director may prescribe.

ALZHEIMER’S DISEASE REGISTRY

SEC. 445G. [285e-9] (a) IN GENERAL.—The Director of the In-
stitute may make a grant to develop a registry for the collection of
epidemiological data about Alzheimer’s disease and its incidence in
the United States, to train personnel in the collection of such data,
and for other matters respecting such disease.

(b) QUALIFICATIONS.—To qualify for a grant under subsection
(a) an applicant shall—

(1) be an accredited school of medicine or public health
which has expertise in the collection of epidemiological data
about individuals with Alzheimer’s disease and in the develop-
ment of disease registries, and

(2) have access to a large patient population, including a
patient population representative of diverse ethnic back-
grounds.

AGING PROCESSES REGARDING WOMEN

SEC. 445H. [285e-10] The Director of the Institute, in addition
to other special functions specified in section 444 and in coopera-
tion with the Directors of the other national research institutes and
agencies of the National Institutes of Health, shall conduct re-
search into the aging processes of women, with particular emphasis
given to the effects of menopause and the physiological and behav-
ioral changes occurring during the transition from pre- to post-
menopause, and into the diagnosis, disorders, and complications re-
lated to aging and loss of ovarian hormones in women.
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SEC. 445I. [285e-10a] ALZHEIMER’S CLINICAL RESEARCH AND TRAIN-
ING AWARDS.

(a) IN GENERAL.—The Director of the Institute is authorized to
establish and maintain a program to enhance and promote the
translation of new scientific knowledge into clinical practice related
to the diagnosis, care and treatment of individuals with Alz-
heimer’s disease.

(b) SUPPORT OF PROMISING CLINICIANS.—In order to foster the
application of the most current developments in the etiology, patho-
genesis, diagnosis, prevention and treatment of Alzheimer’s dis-
ease, amounts made available under this section shall be directed
to the support of promising clinicians through awards for research,
study, and practice at centers of excellence in Alzheimer’s disease
research and treatment.

(¢) EXCELLENCE IN CERTAIN FIELDS.—Research shall be carried
out under awards made under subsection (b) in environments of
demonstrated excellence in neuroscience, neurobiology, geriatric
medicine, and psychiatry and shall foster innovation and integra-
tion of such disciplines or other environments determined suitable
by the Director of the Institute.

Subpart 6—National Institute of Allergy and Infectious Diseases

PURPOSE OF THE INSTITUTE

SEC. 446. [285f] The general purpose of the National Institute
of Allergy and Infectious Diseases is the conduct and support of re-
search, training, health information dissemination, and other pro-
grams with respect to allergic and immunologic diseases and dis-
orders and infectious diseases, including tropical diseases.

RESEARCH CENTERS REGARDING CHRONIC FATIGUE SYNDROME

SEC. 447. [285f—1] (a) The Director of the Institute, after con-
sultation with the advisory council for the Institute, may make
grants to, or enter into contracts with, public or nonprofit private
entities for the development and operation of centers to conduct
basic and clinical research on chronic fatigue syndrome.

(b) Each center assisted under this section shall use the facili-
ties of a single institution, or be formed from a consortium of co-
operating institutions, meeting such requirements as may be pre-
scribed by the Director of the Institute.

RESEARCH AND RESEARCH TRAINING REGARDING TUBERCULOSIS

SEC. 447A. [285f-2] In carrying out section 446, the Director
of the Institute shall conduct or support research and research
training regarding the cause, diagnosis, early detection, prevention
and treatment of tuberculosis.

SEC. 447B. [285f-3] SEXUALLY TRANSMITTED DISEASE CLINICAL RE-
SEARCH AND TRAINING AWARDS.

(a) IN GENERAL.—The Director of the Institute is authorized to
establish and maintain a program to enhance and promote the
translation of new scientific knowledge into clinical practice related
to the diagnosis, care and treatment of individuals with sexually
transmitted diseases.
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(b) SUPPORT OF PROMISING CLINICIANS.—In order to foster the
application of the most current developments in the etiology, patho-
genesis, diagnosis, prevention and treatment of sexually trans-
mitted diseases, amounts made available under this section shall
be directed to the support of promising clinicians through awards
for research, study, and practice at centers of excellence in sexually
transmitted disease research and treatment.

(¢c) EXCELLENCE IN CERTAIN FIELDS.—Research shall be carried
out under awards made under subsection (b) in environments of
demonstrated excellence in the etiology and pathogenesis of sexu-
ally transmitted diseases and shall foster innovation and integra-
tion of such disciplines or other environments determined suitable
by the Director of the Institute.

SEC. 447C. [285f-4] MICROBICIDE RESEARCH AND DEVELOPMENT.

The Director of the Institute, acting through the head of the
Division of AIDS, shall, consistent with the peer-review process of
the National Institutes of Health, carry out research on, and devel-
opment of, safe and effective methods for use by women to prevent
the transmission of the human immunodeficiency virus, which may
include microbicides.

Subpart 7—Eunice Kennedy Shriver National Institute of Child
Health and Human Development 31

PURPOSE OF THE INSTITUTE

SEC. 448. [285g] The general purpose of the National Institute
of Child Health and Human Development 32 (hereafter in this sub-
part referred to as the “Institute”) is the conduct and support of re-
search, training, health information dissemination, and other pro-
grams with respect to gynecologic health, maternal health, child
health, intellectual disabilities, human growth and development,
including prenatal development, population research, and special
health problems and requirements of mothers and children.

SUDDEN INFANT DEATH SYNDROME

SEC. 449. [285g—1] The Director of the Institute shall conduct
and support research which specifically relates to sudden infant
death syndrome.

SEC. 450. [285g-2] RESEARCH ON INTELLECTUAL DISABILITIES.

The Director of the Institute shall conduct and support re-
search and related activities into the causes, prevention, and treat-
ment of intellectual disabilities.

31 Section 1004 of Public Law 106-310 (114 Stat. 1130) authorizes the Director of the Institute
to conduct a national longitudinal study of environmental influences (including physical, chem-
ical, biological, and psychosocial) on children’s health and development. Subsection (d) of such
section requires periodic reports to the Congress regarding the study. The first report is required
to be submitted not later than three years after the date of the enactment of the Public Law,
which was enacted October 17, 2000.

32The probable intent of the Congress is to refer to the “Eunice Kennedy Shriver National
Institute of Child Health and Human Development”. Section 1(b)(7) of Public Law 110-154 (121
Stat 1827) struck the term “National Institute of Child Health and Human Development” and
inserted “Eunice Kennedy Shriver National Institute of Child Health and Human Development”
each place such term appeared in the heading of subpart 7 of part C of title IV, but not in the
text of section 448.
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ASSOCIATE DIRECTOR FOR PREVENTION

SEC. 451. [285g—3] There shall be in the Institute an Associate
Director for Prevention to coordinate and promote the programs in
the Institute concerning the prevention of health problems of moth-
ers and children. The Associate Director shall be appointed by the
Director of the Institute from individuals who because of their pro-
fessional training or experience are experts in public health or pre-
ventive medicine.

NATIONAL CENTER FOR MEDICAL REHABILITATION RESEARCH

SEC. 452. [285g—41 (a) There shall be in the Institute an agen-
cy to be known as the National Center for Medical Rehabilitation
Research (hereafter in this section referred to as the “Center”). The
Director of the Institute shall appoint a qualified individual to
serve as Director of the Center. The Director of the Center shall
report directly to the Director of the Institute.

(b) The general purpose of the Center is the conduct, support,
and coordination of research and research training (including re-
search on the development of orthotic and prosthetic devices), the
dissemination of health information, and other programs with re-
spect to the rehabilitation of individuals with physical disabilities
resulting from diseases or disorders of the neurological, musculo-
skeletal, cardiovascular, pulmonary, or any other physiological sys-
tem )(hereafter in this section referred to as “medical rehabilita-
tion”).

(c)(1) In carrying out the purpose described in subsection (b),
the Director of the Center may—

(A) provide for clinical trials regarding medical rehabilita-
tion;

(B) provide for research regarding model systems of med-
ical rehabilitation;

(C) coordinate the activities within the Center with similar
activities of other agencies of the Federal Government, includ-
ing the other agencies of the National Institutes of Health, and
with similar activities of other public entities and of private
entities;

(D) support multidisciplinary medical rehabilitation re-
search conducted or supported by more than one such agency;

(E) in consultation with the advisory council for the Insti-
tute and with the approval of the Director of NIH—

(i) establish technical and scientific peer review groups

in daddition to those appointed under section 402(b)(16);

an

(i1) appoint the members of peer review groups estab-
lished under subparagraph (A); and

(F) support medical rehabilitation research and training
centers.

The Federal Advisory Committee Act shall not apply to the dura-
tion of a peer review group appointed under subparagraph (E).

(2) In carrying out this section, the Director of the Center may
make grants and enter into cooperative agreements and contracts.

(d)(1) The Director of the Center, in consultation with the Di-
rector of the Institute, the coordinating committee established
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under subsection (e), and the advisory board established under sub-
section (f), shall develop a comprehensive plan (referred to in this
section as the “Research Plan”) for the conduct, support, and co-
ordination of medical rehabilitation research.

(2) The Research Plan shall—

(A) identify current medical rehabilitation research activi-
ties conducted or supported by the Federal Government, oppor-
tunities and needs for additional research, and priorities for
such research;

(B) make recommendations for the coordination of such re-
search conducted or supported by the National Institutes of
Health and other agencies of the Federal Government; and

(C) include goals and objectives for conducting, supporting,
and coordinating medical rehabilitation research, consistent
with the purpose described in subsection (b).

(3)(A) Not later than 18 months after the date of the enact-
ment of the National Institutes of Health Revitalization Amend-
ments of 1990,33 the Director of the Institute shall transmit the
Research Plan to the Director of NIH, who shall submit the Plan
to the President and the Congress.

(B) Subparagraph (A) shall be carried out independently of the
process of reporting that is required in sections 403 and 407.

(4) The Director of the Center, in consultation with the Direc-
tor of the Institute, the coordinating committee established under
subsection (e), and the advisory board established under subsection
(f), shall revise and update the Research Plan periodically, as ap-
propriate, or not less than every 5 years. Not later than 30 days
after the Research Plan is so revised and updated, the Director of
the Center shall transmit the revised and updated Research Plan
to the President, the Committee on Health, Education, Labor, and
Pensions of the Senate, and the Committee on Energy and Com-
merce of the House of Representatives.

(5) The Director of the Center, in consultation with the Direc-
tor of the Institute, shall, prior to revising and updating the Re-
search Plan, prepare a report for the coordinating committee estab-
lished under subsection (e) and the advisory board established
under subsection (f) that describes and analyzes the progress dur-
ing the preceding fiscal year in achieving the goals and objectives
described in paragraph (2)(C) and includes expenditures for reha-
bilitation research at the National Institutes of Health. The report
shall include recommendations for revising and updating the Re-
search Plan, and such initiatives as the Director of the Center and
the Director of the Institute determine appropriate. In preparing
the report, the Director of the Center and the Director of the Insti-
tu‘ce1 sﬁlall consult with the Director of the National Institutes of
Health.

(e)(1) The Director of NIH shall establish a committee to be
known as the Medical Rehabilitation Coordinating Committee
(hereafter in this section referred to as the “Coordinating Com-
mittee”).

33S0 in law. No Act with such a short title was enacted during 1990. The probable intent of
the Congress was to make a reference to Public Law 101-613, the National Institutes of Health
Amendments of 1990, which added section 452 and which was "enacted November 16, 1990.
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(2) The Coordinating Committee shall periodically host a sci-
entific conference or workshop on medical rehabilitation research
and make recommendations to the Director of the Institute and the
Director of the Center with respect to the content of the Research
Plan and with respect to the activities of the Center that are car-
ried out in conjunction with other agencies of the National Insti-
tutes of Health and with other agencies of the Federal Govern-
ment.

(3) The Coordinating Committee shall be composed of the Di-
rector of the Division of Program Coordination, Planning, and Stra-
tegic Initiatives within the Office of the Director of the National In-
stitutes of Health, the Director of the Center, the Director of the
Institute, and the Directors of the National Institute on Aging, the
National Institute of Arthritis and Musculoskeletal and Skin Dis-
eases, the National Heart, Lung, and Blood Institute, the National
Institute of Neurological Disorders and Stroke, and such other na-
tional research institutes and such representatives of other agen-
cies of the Federal Government as the Director of NIH determines
to be appropriate.

(4) The Coordinating Committee shall be chaired by the Direc-
tor of the Center.

(f)(1) Not later than 90 days after the date of the enactment
of the National Institutes of Health Revitalization Amendments of
1990,34 the Director of NIH shall establish a National Advisory
Board on Medical Rehabilitation Research (hereafter in this section
referred to as the “Advisory Board”).

(2) The Advisory Board shall review and assess Federal re-
search priorities, activities, and findings regarding medical reha-
bilitation research, and shall advise the Director of the Center and
the Director of the Institute on the provisions of the Research Plan.

(3)(A) The Director of NIH shall appoint to the Advisory Board
18 qualified representatives of the public who are not officers or
employees of the Federal Government. Of such members, 12 shall
be representatives of health and scientific disciplines with respect
to medical rehabilitation and 6 shall be individuals representing
the interests of individuals undergoing, or in need of, medical reha-
bilitation.

(B) The following officials shall serve as ex officio members of
the Advisory Board:

(1) The Director of the Center.

(i1) The Director of the Institute.

(iii) The Director of the National Institute on Aging.

(iv) The Director of the National Institute of Arthritis and

Musculoskeletal and Skin Diseases.

(v) The Director of the National Institute on Deafness and

Other Communication Disorders.

(vi) The Director of the National Heart, Lung, and Blood

Institute.

(vii) The Director of the National Institute of Neurological

Disorders and Stroke.

(viii) The Director of the National Institute on Disability
and Rehabilitation Research.

34 See footnote for subsection (d)(3)(A).
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(ix) The Director of the Division of Program Coordination,

Planning, and Strategic Initiatives.

(x) The Commissioner for Rehabilitation Services Adminis-
tration.

(xi) The Assistant Secretary of Defense (Health Affairs).

(xii) The Chief Medical Director of the Department of Vet-
erans Affairs.

(4) The members of the Advisory Board shall, from among the
members appointed under paragraph (3)(A), designate an indi-
vidual to serve as the chair of the Advisory Board.

(g)(1) The Secretary and the heads of other Federal agencies
shall jointly review the programs carried out (or proposed to be car-
ried out) by each such official with respect to medical rehabilitation
research and, as appropriate, enter into agreements preventing du-
plication among such programs.

(2) The Secretary shall, as appropriate, enter into interagency
agreements relating to the coordination of medical rehabilitation
research conducted by agencies of the National Institutes of Health
and other agencies of the Federal Government.

(h) For purposes of this section, the term “medical rehabilita-
tion research” means the science of mechanisms and interventions
that prevent, improve, restore, or replace lost, underdeveloped, or
deteriorating function.

RESEARCH CENTERS WITH RESPECT TO CONTRACEPTION AND
INFERTILITY

SEC. 452A. [285g—5] (a) The Director of the Institute, after
consultation with the advisory council for the Institute, shall make
grants to, or enter into contracts with, public or nonprofit private
entities for the development and operation of centers to conduct ac-
tivities for the purpose of improving methods of contraception and
centers to conduct activities for the purpose of improving methods
of diagnosis and treatment of infertility.

(b) In carrying out subsection (a), the Director of the Institute
shall, subject to the extent of amounts made available in appropria-
tions Acts, provide for the establishment of three centers with re-
spect to contraception and for two centers with respect to infer-
tility.

(c)(1) Each center assisted under this section shall, in carrying
out the purpose of the center involved—

(A) conduct clinical and other applied research, including—
(i) for centers with respect to contraception, clinical
trials of new or improved drugs and devices for use by
males and females (including barrier methods); and
(i1) for centers with respect to infertility, clinical trials
of new or improved drugs and devices for the diagnosis
and treatment of infertility in males and females;
(B) develop protocols for training physicians, scientists,
nurses, and other health and allied health professionals;
(C) conduct training programs for such individuals;
(D) develop model continuing education programs for such
professionals; and
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(E) disseminate information to such professionals and the
public.

(2) A center may use funds provided under subsection (a) to
provide stipends for health and allied health professionals enrolled
in programs described in subparagraph (C) of paragraph (1), and
to provide fees to individuals serving as subjects in clinical trials
conducted under such paragraph.

(d) The Director of the Institute shall, as appropriate, provide
for the coordination of information among the centers assisted
under this section.

(e) Each center assisted under subsection (a) shall use the fa-
cilities of a single institution, or be formed from a consortium of co-
operating institutions, meeting such requirements as may be pre-
scribed by the Director of the Institute.

(f) Support of a center under subsection (a) may be for a period
not exceeding 5 years. Such period may be extended for one or
more additional periods not exceeding 5 years if the operations of
such center have been reviewed by an appropriate technical and
scientific peer review group established by the Director and if such
group has recommended to the Director that such period should be
extended.

PROGRAM REGARDING OBSTETRICS AND GYNECOLOGY

SEC. 452B. [285g—6] The Director of the Institute shall estab-
lish and maintain within the Institute an intramural laboratory
and clinical research program in obstetrics and gynecology.

CHILD HEALTH RESEARCH CENTERS

SEc. 452C. [285g—7] The Director of the Institute shall de-
velop and support centers for conducting research with respect to
child health. Such centers shall give priority to the expeditious
transfer of advances from basic science to clinical applications and
improving the care of infants and children.

PROSPECTIVE LONGITUDINAL STUDY ON ADOLESCENT HEALTH

SEc. 452D. [285g-8] (a) IN GENERAL.—Not later than October
1, 1993, the Director of the Institute shall commence a study for
the purpose of providing information on the general health and
well-being of adolescents in the United States, including, with re-
spect to such adolescents, information on—

(1) the behaviors that promote health and the behaviors
that are detrimental to health; and

(2) the influence on health of factors particular to the com-
munities in which the adolescents reside.

(b) DESIGN OF STUDY.—

(1) IN GENERAL.—The study required in subsection (a)
shall be a longitudinal study in which a substantial number of
adolescents participate as subjects. With respect to the purpose
described in such subsection, the study shall monitor the sub-
jects throughout the period of the study to determine the
health status of the subjects and any change in such status
over time.
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(2) POPULATION-SPECIFIC ANALYSES.—The study required
in subsection (a) shall be conducted with respect to the popu-
lation of adolescents who are female, the population of adoles-
cents who are male, various socioeconomic populations of ado-
lescents, and various racial and ethnic populations of adoles-
cents. The study shall be designed and conducted in a manner
sufficient to provide for a valid analysis of whether there are
significant differences among such populations in health status
and whether and to what extent any such differences are due
to factors particular to the populations involved.

(¢) COORDINATION WITH WOMEN'S HEALTH INITIATIVE.—With
respect to the national study of women being conducted by the Sec-
retary and known as the Women’s Health Initiative, the Secretary
shall ensure that such study is coordinated with the component of
the study required in subsection (a) that concerns adolescent fe-
males, including coordination in the design of the 2 studies.

FRAGILE X

SEC. 452E. [285g—9] (a) EXPANSION AND COORDINATION OF RE-
SEARCH ACTIVITIES.—The Director of the Institute, after consulta-
tion with the advisory council for the Institute, shall expand, inten-
sify, and coordinate the activities of the Institute with respect to
research on the disease known as fragile X.

(b) RESEARCH CENTERS.—

(1) IN GENERAL.—The Director of the Institute shall make
grants or enter into contracts for the development and oper-
ation of centers to conduct research for the purposes of improv-
ing the diagnosis and treatment of, and finding the cure for,
fragile X.

(2) NUMBER OF CENTERS.—

(A) IN GENERAL.—In carrying out paragraph (1), the

Director of the Institute shall, to the extent that amounts

are appropriated, and subject to subparagraph (B), provide

for the establishment of at least three fragile X research
centers.
(B) PEER REVIEW REQUIREMENT.—The Director of the

Institute shall make a grant to, or enter into a contract

with, an entity for purposes of establishing a center under

paragraph (1) only if the grant or contract has been rec-
ommended after technical and scientific peer review re-

quired by regulations under section 492.

(3) AcTiviTiES.—The Director of the Institute, with the as-
sistance of centers established under paragraph (1), shall con-
duct and support basic and biomedical research into the detec-
tion and treatment of fragile X.

(4) COORDINATION AMONG CENTERS.—The Director of the
Institute shall, as appropriate, provide for the coordination of
the activities of the centers assisted under this section, includ-
ing providing for the exchange of information among the cen-
ters.

(5) CERTAIN ADMINISTRATIVE REQUIREMENTS.—Each center
assisted under paragraph (1) shall use the facilities of a single
institution, or be formed from a consortium of cooperating in-
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stitutions, meeting such requirements as may be prescribed by
the Director of the Institute.

(6) DURATION OF SUPPORT.—Support may be provided to a
center under paragraph (1) for a period not exceeding 5 years.
Such period may be extended for one or more additional peri-
ods, each of which may not exceed 5 years, if the operations
of such center have been reviewed by an appropriate technical
and scientific peer review group established by the Director
and if such group has recommended to the Director that such
period be extended.

INVESTMENT IN TOMORROW’S PEDIATRIC RESEARCHERS

SEC. 452G. 35 [285g-10] In order to ensure the future supply
of researchers dedicated to the care and research needs of children,
the Director of the Institute, after consultation with the Adminis-
trator of the Health Resources and Services Administration, shall
support activities to provide for—

(1) an increase in the number and size of institutional
training grants to institutions supporting pediatric training;
and

(2) an increase in the number of career development
awards for health professionals who intend to build careers in
pediatric basic and clinical research, including pediatric phar-
macological research.

Subpart 8—National Institute of Dental Research 36

PURPOSE OF THE INSTITUTE

SEC. 453. [285h] The general purpose of the National Institute
of Dental Research 36 is the conduct and support of research, train-
ing, health information dissemination, and other programs with re-
spect to the cause, prevention, and methods of diagnosis and treat-
ment of dental and oral diseases and conditions.

Subpart 9—National Eye Institute

PURPOSE OF THE INSTITUTE

SEC. 455. [285i] The general purpose of the National Eye In-
stitute (hereafter in this subpart referred to as the “Institute”) is
the conduct and support of research, training, health information
dissemination, and other programs with respect to blinding eye dis-
eases, visual disorders, mechanisms of visual function, preservation
of sight, and the special health problems and requirements of the
blind. Subject to section 456, the Director of the Institute may
carry out a program of grants for public and private nonprofit vi-
sion research facilities.

35S0 in law. Probably should be “SEc. 452F.”. See amendments made by sections 201 and
1002 of Public Law 106-310 (114 Stat. 1109, 1128). (In amending this subpart to add section
452G above, such section 1002 made a reference to this subpart “as amended by section 921”
of Public Law 106-310, but no section 921 appeared in the Public Law.)

36 See footnote for section 401(b)(1)(H).
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CLINICAL RESEARCH ON EYE CARE AND DIABETES

SEC. 456. [285i—-1] (a) PROGRAM OF GRANTS.—The Director of
the Institute, in consultation with the advisory council for the In-
stitute, may award research grants to one or more Diabetes Eye
Research Institutions for the support of programs in clinical or
health services aimed at—

(1) providing comprehensive eye care services for people
with diabetes, including a full complement of preventive, diag-
nostic and treatment procedures;

(2) developing new and improved techniques of patient
care through basic and clinical research;

(3) assisting in translation of the latest research advances
into clinical practice; and

(4) expanding the knowledge of the eye and diabetes
through further research.

(b) USE oF FUNDS.—Amounts received under a grant awarded
under this section shall be used for the following:

(1) Establishing the biochemical, cellular, and genetic
mechanisms associated with diabetic eye disease and the ear-
lier detection of pending eye abnormalities. The focus of work
under this paragraph shall require that ophthalmologists have
training in the most up-to-date molecular and cell biological
methods.

(2) Establishing new frontiers in technology, such as video-
based diagnostic and research resources, to—

(A) provide improved patient care;

(B) provide for the evaluation of retinal physiology and
its affect on diabetes; and

(C) provide for the assessment of risks for the develop-
ment and progression of diabetic eye disease and a more
immediate evaluation of various therapies aimed at pre-
venting diabetic eye disease.

Such technologies shall be designed to permit evaluations to be

performed both in humans and in animal models.

(3) The translation of the results of vision research into
the improved care of patients with diabetic eye disease. Such
translation shall require the application of institutional re-
sources that encompass patient care, clinical research and
basic laboratory research.

(4) The conduct of research concerning the outcomes of eye
care treatments and eye health education programs as they re-
late to patients with diabetic eye disease, including the evalua-
tion of regional approaches to such research.

(¢) AUTHORIZED EXPENDITURES.—The purposes for which a
grant under subsection (a) may be expended include equipment for
the research described in such subsection.

Subpart 10—National Institute of Neurological Disorders and
Stroke

PURPOSE OF THE INSTITUTE

SEC. 457. [285j]1 The general purpose of the National Institute
of Neurological Disorders and Stroke (hereafter in this subpart re-
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ferred to as the “Institute”) is the conduct and support of research,
training, health information dissemination, and other programs
with respect to neurological disease and disorder and stroke.

SPINAL CORD REGENERATION RESEARCH

SEC. 458. [285j—1] The Director of the Institute shall conduct
and support research into spinal cord regeneration.

BIOENGINEERING RESEARCH

SEC. 459. [285j—2]1 The Director of the Institute shall make
grants or enter into contracts for research on the means to over-
come paralysis of the extremities through electrical stimulation and
the use of computers.

RESEARCH ON MULTIPLE SCLEROSIS

SEC. 460. [285j—3] The Director of the Institute shall conduct
and support research on multiple sclerosis, especially research on
effects of genetics and hormonal changes on the progress of the dis-
ease.

Subpart 11—National Institute of General Medical Sciences

SEC. 461. [285k] NATIONAL INSTITUTE OF GENERAL MEDICAL
SCIENCES.

(a) GENERAL PURPOSE.—The general purpose of the National
Institute of General Medical Sciences is the conduct and support of
research, training, and, as appropriate, health information dissemi-
nation, and other programs with respect to general or basic medical
sciences and related natural or behavioral sciences which have sig-
nificance for two or more other national research institutes or are
outside the general area of responsibility of any other national re-
search institute.

(b) INSTITUTIONAL DEVELOPMENT AWARD PROGRAM.—

(1)(A) In the case of entities described in subparagraph
(B), the Director of NIH, acting through the Director of the Na-
tional Institute of General Medical Sciences, shall establish a
program to enhance the competitiveness of such entities in ob-
taining funds from the national research institutes for con-
ducting biomedical and behavioral research.

(B) The entities referred to in subparagraph (A) are enti-
ties that conduct biomedical and behavioral research and are
located in a State in which the aggregate success rate for ap-
plications to the national research institutes for assistance for
such research by the entities in the State has historically con-
stituted a low success rate of obtaining such funds, relative to
such aggregate rate for such entities in other States.

(C) With respect to enhancing competitiveness for purposes
of subparagraph (A), the Director of NIH, in carrying out the
program established under such subparagraph, may—

(i) provide technical assistance to the entities involved,
including technical assistance in the preparation of appli-
cations for obtaining funds from the national research in-
stitutes;
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(ii) assist the entities in developing a plan for bio-
medical or behavioral research proposals; and
(ii1) assist the entities in implementing such plan.

(2) The Director of NIH shall establish a program of sup-
porting projects of biomedical or behavioral research whose
principal researchers are individuals who have not previously
served as the principal researchers of such projects supported
by the Director.

Subpart 12—National Institute of Environmental Health Sciences

PURPOSE OF THE INSTITUTE

SEC. 463. [2851] The general purpose of the National Institute
of Environmental Health Sciences (in this subpart referred to as
the “Institute”) is the conduct and support of research, training,
health information dissemination, and other programs with respect
to factors in the environment that affect human health, directly or
indirectly.

APPLIED TOXICOLOGICAL RESEARCH AND TESTING PROGRAM

SEC. 463A. [2851-1] (a) There is established within the Insti-
tute a program for conducting applied research and testing regard-
ing toxicology, which program shall be known as the Applied Toxi-
cological Research and Testing Program.

(b) In carrying out the program established under subsection
(a), the Director of the Institute shall, with respect to toxicology,
carry out activities—

(1) to expand knowledge of the health effects of environ-
mental agents;

(2) to broaden the spectrum of toxicology information that
is obtained on selected chemicals;

(3) to develop and validate assays and protocols, including
alternative methods that can reduce or eliminate the use of
animals in acute or chronic safety testing;

(4) to establish criteria for the validation and regulatory
acceptance of alternative testing and to recommend a process
through which scientifically validated alternative methods can
be accepted for regulatory use;

(5) to communicate the results of research to government
agencies, to medical, scientific, and regulatory communities,
and to the public; and

(6) to integrate related activities of the Department of
Health and Human Services.

METHODS OF CONTROLLING CERTAIN INSECT AND VERMIN
POPULATIONS

SEC. 463B. [2851-6] The Director of the Institute shall conduct
or support research to identify or develop methods of controlling in-
sect and vermin populations that transmit to humans diseases that
have significant adverse health consequences.
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Subpart 13—National Institute on Deafness and Other
Communication Disorders

PURPOSE OF THE INSTITUTE

SEC. 464. [285m] The general purpose of the National Insti-
tute on Deafness and Other Communication Disorders (hereafter
referred to in this subpart as the “Institute”) is the conduct and
support of research and training, the dissemination of health infor-
mation, and other programs with respect to disorders of hearing
and other communication processes, including diseases affecting
hearing, balance, voice, speech, language, taste, and smell.

NATIONAL DEAFNESS AND OTHER COMMUNICATION DISORDERS
PROGRAM

SEC. 464A. [285m-1] (a) The Director of the Institute, with
the advice of the Institute’s advisory council, shall establish a Na-
tional Deafness and Other Communication Disorders Program
(hereafter in this section referred to as the “Program”). The Direc-
tor or37 the Institute shall, with respect to the Program, prepare
and transmit to the Director of NIH a plan to initiate, expand, in-
tensify and coordinate activities of the Institute respecting dis-
orders of hearing (including tinnitus) and other communication
processes, including diseases affecting hearing, balance, voice,
speech, language, taste, and smell. The plan shall include such
comments and recommendations as the Director of the Institute de-
termines appropriate. The Director of the Institute shall periodi-
cally review and revise the plan and shall transmit any revisions
of the plan to the Director of NIH.

(b) Activities under the Program shall include—

(1) investigation into the etiology, pathology, detection,
treatment, and prevention of all forms of disorders of hearing
and other communication processes, primarily through the sup-
port of basic research in such areas as anatomy, audiology, bio-
chemistry, bioengineering, epidemiology, genetics, immunology,
microbiology, molecular biology, the neurosciences, otolaryn-
gology, psychology, pharmacology, physiology, speech and lan-
guage pathology, and any other scientific disciplines that can
contribute important knowledge to the understanding and
elimination of disorders of hearing and other communication
processes;

(2) research into the evaluation of techniques (including
surgical, medical, and behavioral approaches) and devices (in-
cluding hearing aids, implanted auditory and nonauditory
prosthetic devices and other communication aids) used in diag-
nosis, treatment, rehabilitation, and prevention of disorders of
hearing and other communication processes;

(3) research into prevention, and early detection and diag-
nosis, of hearing loss and speech and language disturbances
(including stuttering) and research into preventing the effects

37So0 in law. See section 2(4) of Public Law 100-553 (102 Stat. 2769). Probably should be “Di-
rector of”.
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of such disorders on learning and learning disabilities with ex-
tension of programs for appropriate referral and rehabilitation;

(4) research into the detection, treatment, and prevention
of disorders of hearing and other communication processes in
the growing elderly population with extension of rehabilitative
programs to ensure continued effective communication skills in
such population;

(5) research to expand knowledge of the effects of environ-
mental agents that influence hearing or other communication
processes; and

(6) developing and facilitating intramural programs on
clinical and fundamental aspects of disorders of hearing and all
other communication processes.

DATA SYSTEM AND INFORMATION CLEARINGHOUSE

SEC. 464B. [285m—2] (a) The Director of the Institute shall es-
tablish a National Deafness and Other Communication Disorders
Data System for the collection, storage, analysis, retrieval, and dis-
semination of data derived from patient populations with disorders
of hearing or other communication processes, including where pos-
sible, data involving general populations for the purpose of identi-
fying individuals at risk of developing such disorders.

(b) The Director of the Institute shall establish a National
Deafness and Other Communication Disorders Information Clear-
inghouse to facilitate and enhance, through the effective dissemina-
tion of information, knowledge and understanding of disorders of
hearing and other communication processes by health profes-
sionals, patients, industry, and the public.

MULTIPURPOSE DEAFNESS AND OTHER COMMUNICATION DISORDERS
CENTER

SEC. 464C. [285m—3] (a) The Director of the Institute shall,
after consultation with the advisory council for the Institute, pro-
vide for the development, modernization, and operation (including
care required for research) of new and existing centers for studies
of disorders of hearing and other communication processes. For
purposes of this section, the term “modernization” means the alter-
ation, remodeling, improvement, expansion, and repair of existing
buildings and the provision of equipment for such buildings to the
extent necessary to make them suitable for use as centers de-
scribed in the preceding sentence.

(b) Each center assisted under this section shall—

(1) use the facilities of a single institution or a consortium
of cooperating institutions; and

(2) meet such qualifications as may be prescribed by the
Secretary.

4 (c) Each center assisted under this section shall, at least, con-
uct—

(1) basic and clinical research into the cause diagnosis,
early detection, prevention, control and treatment of disorders
of hearing and other communication processes and complica-
tions resulting from such disorders, including research into re-
habilitative aids, implantable biomaterials, auditory speech
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processors, speech  production devices, and other

otolaryngologic procedures;

(2) training programs for physicians, scientists, and other
health and allied health professionals;

(3) information and continuing education programs for
physicians and other health and allied health professionals
who will provide care for patients with disorders of hearing or
other communication processes; and

(4) programs for the dissemination to the general public of
information—

(A) on the importance of early detection of disorders of
hearing and other communication processes, of seeking
prompt treatment, rehabilitation, and of following an ap-
propriate regimen; and

(B) on the importance of avoiding exposure to noise
and other environmental toxic agents that may affect dis-
orders of hearing or other communication processes.

(d) A center may use funds provided under subsection (a) to
provide stipends for health professionals enrolled in training pro-
grams described in subsection (c)(2).

(e) Each center assisted under this section may conduct pro-
grams—

(1) to establish the effectiveness of new and improved
methods of detection, referral, and diagnosis of individuals at
risk of developing disorders of hearing or other communication
processes; and

(2) to disseminate the results of research, screening, and
other activities, and develop means of standardizing patient
data and recordkeeping.

(f) The Director of the Institute shall, to the extent practicable,
provide for an equitable geographical distribution of centers as-
sisted under this section. The Director shall give appropriate con-
sideration to the need for centers especially suited to meeting the
needs of the elderly, and of children (particularly with respect to
their education and training), affected by disorders of hearing or
other communication processes.

(g) Support of a center under this section may be for a period
not to exceed seven years. Such period may be extended by the Di-
rector of the Institute for one or more additional periods of not
more than five years if the operations of such center have been re-
viewed by an appropriate technical and scientific peer review group
established by the Director, with the advice of the Institute’s advi-
sory council, if such group has recommended to the Director that
such period should be extended.

NATIONAL INSTITUTE ON DEAFNESS AND OTHER COMMUNICATION
DISORDERS ADVISORY BOARD

SEC. 464D. [285m—4] (a) The Secretary shall establish in the
Institute the National Deafness and Other Communications Dis-
orders Advisory Board (hereafter in this section referred to as the
“Advisory Board”).
(b) The Advisory Board shall be composed of eighteen ap-
pointed members and nonvoting ex officio members as follows:
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(1) The Secretary shall appoint—

(A) twelve members from individuals who are sci-
entists, physicians, and other health and rehabilitation
professionals, who are not officers or employees of the
United States, and who represent the specialties and dis-
ciplines relevant to deafness and other communication dis-
orders, including not less than two persons with a commu-
nication disorder; and

(B) six members from the general public who are
knowledgeable with respect to such disorders, including
not less than one person with a communication disorder
and not less than one person who is a parent of an indi-
vidual with such a disorder.

Of the appointed members, not less than five shall by virtue

of training or experience be knowledgeable in diagnoses and re-

habilitation of communication disorders, education of the hear-
ing, speech, or language impaired, public health, public infor-
mation, community program development, occupational haz-
ards to communications senses, or the aging process.

(2) The following shall be ex officio members of each Advi-
sory Board:

(A) The Assistant Secretary for Health, the Director of
NIH, the Director of the National Institute on Deafness
and Other Communication Disorders, the Director of the
Centers for Disease Control and Prevention, the Chief
Medical Director of the Department of Veterans Affairs,
and the Assistant Secretary of Defense for Health Affairs
(or the designees of such officers).

(B) Such other officers and employees of the United
States as the Secretary determines necessary for the Advi-
sory Board to carry out its functions.

(¢) Members of an Advisory Board who are officers or employ-
ees of the Federal Government shall serve as members of the Advi-
sory Board without compensation in addition to that received in
their regular public employment. Other members of the Board shall
receive compensation at rates not to exceed the daily equivalent of
the annual rate in effect for grade GS-18 of the General Schedule
for each day (including traveltime) they are engaged in the per-
formance of their duties as members of the Board.

(d) The term of office of an appointed member of the Advisory
Board is four years, except that no term of office may extend be-
yond the expiration of the Advisory Board. Any member appointed
to fill a vacancy for an unexpired term shall be appointed for the
remainder of such term. A member may serve after the expiration
of the member’s term until a successor has taken office. If a va-
cancy occurs in the Advisory Board, the Secretary shall make an
appointment to fill the vacancy not later than 90 days from the
date the vacancy occurred.

(e) The members of the Advisory Board shall select a chairman
from among the appointed members.

(f) The Secretary shall, after consultation with and consider-
ation of the recommendations of the Advisory Board, provide the
Advisory Board with an executive director and one other profes-
sional staff member. In addition, the Secretary shall, after con-
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sultation with and consideration of the recommendations of the Ad-
visory Board, provide the Advisory Board with such additional pro-
fessional staff members, such clerical staff members, such services
of consultants, such information, and (through contracts or other
arrangements) such administrative support services and facilities,
as the Secretary determines are necessary for the Advisory Board
to carry out its functions.

(g) The Advisory Board shall meet at the call of the chairman
or upon request of the Director of the Institute, but not less often
than four times a year.

(h) The Advisory Board shall—

(1) review and evaluate the implementation of the plan
prepared under section 464A(a) and periodically update the
plan to ensure its continuing relevance;

(2) for the purpose of assuring the most effective use and
organization of resources respecting deafness and other com-
munication disorders, advise and make recommendations to
the Congress, the Secretary, the Director of NIH, the Director
of the Institute, and the heads of other appropriate Federal
agencies for the implementation and revision of such plan; and

(3) maintain liaison with other advisory bodies related to
Federal agencies involved in the implementation of such plan
and with key non-Federal entities involved in activities affect-
ing the control of such disorders.

(i) In carrying out its functions, the Advisory Board may estab-
lish subcommittees, convene workshops and conferences, and col-
lect data. Such subcommittees may be composed of Advisory Board
members and nonmember consultants with expertise in the par-
ticular area addressed by such subcommittees. The subcommittees
may hold such meetings as are necessary to enable them to carry
out their activities.

(k)38 The National Deafness and Other Communication Dis-
orders Advisory Board shall be established not later than April 1,
1989.

INTERAGENCY COORDINATING COMMITTEE

SEC. 464E. [285m—-5] (a) The Secretary may establish a com-
mittee to be known as the Deafness and Other Communication Dis-
orders Interagency Coordinating Committee (hereafter in this sec-
tion referred to as the “Coordinating Committee”).

(b) The Coordinating Committee shall, with respect to deafness
and other communication disorders—

(1) provide for the coordination of the activities of the na-
tional research institutes; and

(2) coordinate the aspects of all Federal health programs
and activities relating to deafness and other communication
disorders in order to assure the adequacy and technical sound-
ness of such programs and activities and in order to provide for
the full communication and exchange of information necessary
to maintain adequate coordination of such programs and activi-
ties.

38 S0 in law. There is no subsection (j) in section 464D.
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(c) The Coordinating Committee shall be composed of the direc-
tors of each of the national research institutes and divisions in-
volved in research with respect to deafness and other communica-
tion disorders and representatives of all other Federal departments
and agencies whose programs involve health functions or respon-
sibilities relevant to deafness and other communication disorders.

(d) The Coordinating Committee shall be chaired by the Direc-
tor of NIH (or the designee of the Director). The Committee shall
meet at the call of the chair, but not less often than four times a
year.

LIMITATION ON ADMINISTRATIVE EXPENSES

SEC. 464F. [285m—-6] With respect to amounts appropriated
for a fiscal year for the National Institutes of Health, the limitation
established in section 408(a)(1) on the expenditure of such amounts
for administrative expenses shall apply to administrative expenses
of the National Institute on Deafness and Other Communication
Disorders.

Subpart 14—National Institute on Alcohol Abuse and Alcoholism

PURPOSE OF INSTITUTE

SEC. 464H. [285n] (a) IN GENERAL.—The general purpose of
the National Institute on Alcohol Abuse and Alcoholism (hereafter
in this subpart referred to as the “Institute”) is the conduct and
support of biomedical and behavioral research, health services re-
search, research training, and health information dissemination
with respect to the prevention of alcohol abuse and the treatment
of alcoholism.

(b) RESEARCH PROGRAM.—The research program established
under this subpart shall encompass the social, behavioral, and bio-
medical etiology, mental and physical health consequences, and so-
cial and economic consequences of alcohol abuse and alcoholism. In
carrying out the program, the Director of the Institute is author-
ized to—

(1) collect and disseminate through publications and other
appropriate means (including the development of curriculum
materials), information as to, and the practical application of,
the research and other activities under the program;

(2) make available research facilities of the Public Health
Service to appropriate public authorities, and to health officials
and scientists engaged in special study;

(3) make grants to universities, hospitals, laboratories, and
other public or nonprofit institutions, and to individuals for
such research projects as are recommended by the National
Advisory Council on Alcohol Abuse and Alcoholism, giving spe-
cial consideration to projects relating to—

(A) the relationship between alcohol abuse and domes-
tic violence,

(B) the effects of alcohol use during pregnancy,

(C) the impact of alcoholism and alcohol abuse on the
family, the workplace, and systems for the delivery of
health services,
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(D) the relationship between the abuse of alcohol and
other drugs,

(E) the effect on the incidence of alcohol abuse and al-
coholism of social pressures, legal requirements respecting
the use of alcoholic beverages, the cost of such beverages,
and the economic status and education of users of such
beverages,

(F) the interrelationship between alcohol use and
other health problems,

(G) the comparison of the cost and effectiveness of var-
ious treatment methods for alcoholism and alcohol abuse
and the effectiveness of prevention and intervention pro-
grams for alcoholism and alcohol abuse, and

(H) alcoholism and alcohol abuse among women,;

(4) secure from time to time and for such periods as he
deems advisable, the assistance and advice of experts, scholars,
and consultants from the United States or abroad,;

(5) promote the coordination of research programs con-
ducted by the Institute, and similar programs conducted by the
National Institute of Drug Abuse and by other departments,
agencies, organizations, and individuals, including all National
Institutes of Health research activities which are or may be re-
lated to the problems of individuals suffering from alcoholism
or alcohol abuse or those of their families or the impact of alco-
hol abuse on other health problems;

(6) conduct an intramural program of biomedical, behav-
ioral, epidemiological, and social research, including research
into the most effective means of treatment and service deliv-
ery, and including research involving human subjects, which
is—

(A) located in an institution capable of providing all
necessary medical care for such human subjects, including
complete 24-hour medical diagnostic services by or under
the supervision of physicians, acute and intensive medical
care, including 24-hour emergency care, psychiatric care,
and such other care as is determined to be necessary for
individuals suffering from alcoholism and alcohol abuse;
and

(B) associated with an accredited medical or research
training institution;

(7) for purposes of study, admit and treat at institutions,
hospitals, and stations of the Public Health Service, persons
not otherwise eligible for such treatment;

(8) provide to health officials, scientists, and appropriate
public and other nonprofit institutions and organizations, tech-
nical advice and assistance on the application of statistical and
other scientific research methods to experiments, studies, and
surveys in health and medical fields;

(9) enter into contracts under this title without regard to
sections 3648 and 3709 of the Revised Statutes (31 U.S.C.
529;39 41 U.S.C. 5); and

39 Now codified to section 3324 of title 31, United States Code.
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(10) adopt, upon recommendation of the National Advisory

Council on Alcohol Abuse and Alcoholism, such additional

means as he deems necessary or appropriate to carry out the

purposes of this section.

(c) CoLLABORATION.—The Director of the Institute shall col-
laborate with the Administrator of the Substance Abuse and Men-
tal Health Services Administration in focusing the services re-
search activities of the Institute and in disseminating the results
of such research to health professionals and the general public.

ASSOCIATE DIRECTOR FOR PREVENTION

SEC. 4641. [285n-1] (a) IN GENERAL.—There shall be in the
Institute an Associate Director for Prevention who shall be respon-
sible for the full-time coordination and promotion of the programs
in the Institute concerning the prevention of alcohol abuse and al-
coholism. The Associate Director shall be appointed by the Director
of the Institute from individuals who because of their professional
training or expertise are experts in alcohol abuse and alcoholism or
the prevention of such.

(b) BIENNIAL REPORT.—The Associate Director for Prevention
shall prepare for inclusion in the biennial report made under sec-
tion 407 a description of the prevention activities of the Institute,
including a description of the staff and resources allocated to those
activities.

NATIONAL ALCOHOL RESEARCH CENTER

SEC. 464dJ. [285n—2] (a) The Secretary acting through the In-
stitute may designate National Alcohol Research Centers for the
purpose of interdisciplinary research relating to alcoholism and
other biomedical, behavioral, and social issues related to alcoholism
and alcohol abuse. No entity may be designated as a Center unless
an application therefor has been submitted to, and approved by,
the Secretary. Such an application shall be submitted in such man-
ner and contain such information as the Secretary may reasonably
fequire. The Secretary may not approve such an application un-
ess—

(1) the application contains or is supported by reasonable
assurances that—

(A) the applicant has the experience, or capability, to
conduct, through biomedical, behavioral, social, and re-
lated disciplines, long-term research on alcoholism and
other alcohol problems and to provide coordination of such
research among such disciplines;

(B) the applicant has available to it sufficient facilities
(including laboratory, reference, and data analysis facili-
ties) to carry out the research plan contained in the appli-
cation,

(C) the applicant has facilities and personnel to pro-
vide training in the prevention and treatment of alco-
holism and other alcohol problems;

(D) the applicant has the capacity to train predoctoral
and postdoctoral students for careers in research on alco-
holism and other alcohol problems;
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(E) the applicant has the capacity to conduct courses
on alcohol problems and research on alcohol problems for
undergraduate and graduate students, and medical and os-
teopathic, nursing, social work, and other specialized grad-
uate students; and

(F) the applicant has the capacity to conduct programs
of continuing education in such medical, legal, and social
service fields as the Secretary may require. 49
(2) the application contains a detailed five-year plan for re-

search relating to alcoholism and other alcohol problems.

(b) The Secretary shall, under such conditions as the Secretary
may reasonably require, make annual grants to Centers which
have been designated under this section. No funds provided under
a grant under this subsection may be used for the purchase of any
land or the purchase, construction, preservation, or repair of any
building. For the purposes of the preceding sentence, the term “con-
struction” has the meaning given that term by section 701(1).41
The Secretary shall include in the grants made under this section
for fiscal year beginning after September 30, 1981, a grant to a des-
ignated Center for research on the effects of alcohol on the elderly.

Subpart 15—National Institute on Drug Abuse

PURPOSE OF INSTITUTE

SEC. 464L. [2850] (a) IN GENERAL.—The general purpose of
the National Institute on Drug Abuse (hereafter in this subpart re-
ferred to as the “Institute”) is the conduct and support of bio-
medical and behavioral research, health services research, research
training, and health information dissemination with respect to the
prevention of drug abuse and the treatment of drug abusers.

(b) RESEARCH PROGRAM.—The research program established
under this subpart shall encompass the social, behavioral, and bio-
medical etiology, mental and physical health consequences, and so-
cial and economic consequences of drug abuse. In carrying out the
program, the Director of the Institute shall give special consider-
ation to projects relating to drug abuse among women (particularly
with respect to pregnant women).

(¢) COLLABORATION.—The Director of the Institute shall col-
laborate with the Substance Abuse and Mental Health Services Ad-
ministration in focusing the services research activities of the Insti-
tute and in disseminating the results of such research to health
professionals and the general public.

ASSOCIATE DIRECTOR FOR PREVENTION

SEC. 464M. [2850-1] (a) IN GENERAL.—There shall be in the
Institute an Associate Director for Prevention who shall be respon-

40S0 in law. See section 16(a)(5) of Public Law 96-180 (93 Stat. 1305). The period probably
should be “; and”. (Section 464J formerly was section 504 of another law. The amendment made
by P)ublic Law 96-180 was directed to section 504 of that other law, which was Public Law 91—
616.

4180 in law. See section 2(a) of Public Law 102-352 (106 Stat. 938). Section 701(1) does not
provide a definition for the term “construction”, but former section 701(1) did provide such a
definition. Public Law 102-408 amended title VII generally; definitions for the title are now pro-
vided in section 799, and that section does not define the term “construction”.
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sible for the full-time coordination and promotion of the programs
in the Institute concerning the prevention of drug abuse. The Asso-
ciate Director shall be appointed by the Director of the Institute
from individuals who because of their professional training or ex-
pertise are experts in drug abuse and the prevention of such abuse.

(b) REPORT.—The Associate Director for Prevention shall pre-
pare for inclusion in the biennial report made under section 407 a
description of the prevention activities of the Institute, including a
description of the staff and resources allocated to those activities.

DRUG ABUSE RESEARCH CENTERS

SEC. 464N. [2850—2] (a) AUTHORITY.—The Director of the In-
stitute may designate National Drug Abuse Research Centers for
the purpose of interdisciplinary research relating to drug abuse and
other biomedical, behavioral, and social issues related to drug
abuse. No entity may be designated as a Center unless an applica-
tion therefore has been submitted to, and approved by, the Sec-
retary. Such an application shall be submitted in such manner and
contain such information as the Secretary may reasonably require.
The Secretary may not approve such an application unless—

(1) the application contains or is supported by reasonable
assurances that—

(A) the applicant has the experience, or capability, to
conduct, through biomedical, behavioral, social, and re-
lated disciplines, long-term research on drug abuse and to
provide coordination of such research among such dis-
ciplines;

(B) the applicant has available to it sufficient facilities
(including laboratory, reference, and data analysis facili-
ties) to carry out the research plan contained in the appli-
cation;

(C) the applicant has facilities and personnel to pro-
v]iode training in the prevention and treatment of drug
abuse;

(D) the applicant has the capacity to train predoctoral
agd postdoctoral students for careers in research on drug
abuse;

(E) the applicant has the capacity to conduct courses
on drug abuse problems and research on drug abuse for
undergraduate and graduate students, and medical and os-
teopathic, nursing, social work, and other specialized grad-
uate students; and

(F) the applicant has the capacity to conduct programs
of continuing education in such medical, legal, and social
service fields as the Secretary may require. 42
(2) the application contains a detailed five-year plan for re-

search relating to drug abuse.

(b) GRANTS.—The Director of the Institute shall, under such
conditions as the Secretary may reasonably require, make annual
grants to Centers which have been designated under this section.
No funds provided under a grant under this subsection may be

4280 in law. See section 123(b) of Public Law 102-321 (106 Stat. 361). The period probably
should be “; and”.
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used for the purchase of any land or the purchase, construction,
preservation, or repair of any building. For the purposes of the pre-
ceding sentence, the term “construction” has the meaning given
that term by section 701(1).43

(c) DRUG ABUSE AND ADDITION 44 RESEARCH.—

(1) GRANTS OR COOPERATIVE AGREEMENTS.—The Director of
the Institute may make grants or enter into cooperative agree-
ments to expand the current and ongoing interdisciplinary re-
search and clinical trials with treatment centers of the Na-
tional Drug Abuse Treatment Clinical Trials Network relating
to drug abuse and addiction, including related biomedical, be-
havioral, and social issues.

(2) USE OF FUNDS.—Amounts made available under a
grant or cooperative agreement under paragraph (1) for drug
abuse and addiction may be used for research and clinical
trials relating to—

(A) the effects of drug abuse on the human body, in-
cluding the brain;

(B) the addictive nature of drugs and how such effects
differ with respect to different individuals;

(C) the connection between drug abuse and mental
health;

(D) the identification and evaluation of the most effec-
tive methods of prevention of drug abuse and addiction;

(E) the identification and development of the most ef-
fective methods of treatment of drug addiction, including
pharmacological treatments;

(F) risk factors for drug abuse;

(G) effects of drug abuse and addiction on pregnant
women and their fetuses; and

(H) cultural, social, behavioral, neurological, and psy-
chological reasons that individuals abuse drugs, or refrain
from abusing drugs.

(3) RESEARCH RESULTS.—The Director shall promptly dis-
seminate research results under this subsection to Federal,
State, and local entities involved in combating drug abuse and
addiction.

OFFICE ON AIDS

SEC. 4640. [2850—-3] The Director of the Institute shall estab-
lish within the Institute an Office on AIDS. The Office shall be re-
sponsible for the coordination of research and determining the di-
rection of the Institute with respect to AIDS research related to—

(1) primary prevention of the spread of HIV, including
transmission via drug abuse;

(2) drug abuse services research; and

(3) other matters determined appropriate by the Director.

43 See footnote for section 464J(b).

44Probably should be “ADDICTION”. See section 2203 of Public Law 107-273 (116 Stat. 1794).
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MEDICATION DEVELOPMENT PROGRAM

SEC. 464P. [2850—41 (a) ESTABLISHMENT.—There is established
in the Institute a Medication Development Program through which
the Director of such Institute shall—

(1) conduct periodic meetings with the Commissioner of
Food and Drugs to discuss measures that may facilitate the ap-
proval process of drug abuse treatments;

(2) encourage and promote (through grants, contracts,
international collaboration, or otherwise) expanded research
programs, investigations, experiments, community trials, and
studies, into the development and use of medications to treat
drug addiction;

(3) establish or provide for the establishment of research
facilities;

(4) report on the activities of other relevant agencies relat-
ing to the development and use of pharmacotherapeutic treat-
ments for drug addiction;

(5) collect, analyze, and disseminate data useful in the de-
velopment and use of pharmacotherapeutic treatments for drug
addiction and collect, catalog, analyze, and disseminate
through international channels, the results of such research;

(6) directly or through grants, contracts, or cooperative
agreements, support training in the fundamental sciences and
clinical disciplines related to the pharmacotherapeutic treat-
ment of drug abuse, including the use of training stipends, fel-
lowships, and awards where appropriate; and

(7) coordinate the activities conducted under this section
with related activities conducted within the National Institute
on Alcohol Abuse and Alcoholism, the National Institute of
Mental Health, and other appropriate institutes and shall con-
sult with the Directors of such Institutes.

(b) DUTIES.—In carrying out the activities described in sub-
section (a), the Director of the Institute—

(1) shall collect and disseminate through publications and
other appropriate means, information pertaining to the re-
search and other activities under this section;

(2) shall make grants to or enter into contracts and cooper-
ative agreements with individuals and public and private enti-
ties to further the goals of the program,;

(3) may, in accordance with section 496, and in consulta-
tion with the National Advisory Council on Drug Abuse, ac-
quire, construct, improve, repair, operate, and maintain
pharmacotherapeutic research centers, laboratories, and other
necessary facilities and equipment, and such other real or per-
sonal property as the Director determines necessary, and may,
in consultation with such Advisory Council, make grants for
the construction or renovation of facilities to carry out the pur-
poses of this section;

(4) may accept voluntary and uncompensated services;

(5) may accept gifts, or donations of services, money, or
property, real, personal, or mixed, tangible or intangible; and

(6) shall take necessary action to ensure that all channels
for the dissemination and exchange of scientific knowledge and
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information are maintained between the Institute and the

other scientific, medical, and biomedical disciplines and organi-

zations nationally and internationally.

(c) REPORT.—

(1) IN GENERAL.—Not later than December 31, 1992, and
each December 31 thereafter, the Director of the Institute shall
submit to the Office of National Drug Control Policy estab-
lished under section 1002 of the Anti-Drug Abuse Act of 1988
(21 U.S.C. 1501) a report, in accordance with paragraph (3),
that describes the objectives and activities of the program as-
sisted under this section.

(2) NATIONAL DRUG CONTROL STRATEGY.—The Director of
National Drug Control Policy shall incorporate, by reference or
otherwise, each report submitted under this subsection in the
National Drug Control Strategy submitted the following Feb-
ruary 1 under section 1005 of the Anti-Drug Abuse Act of 1988
(21 U.S.C. 1504).

(d) DEFINITION.—For purposes of this section, the term
“pharmacotherapeutics” means medications used to treat the symp-
toms and disease of drug abuse, including medications to—

(1) block the effects of abused drugs;

(2) reduce the craving for abused drugs;

(3) moderate or eliminate withdrawal symptoms;

(4) block or reverse the toxic effect of abused drugs; or

(5) prevent relapse in persons who have been detoxified
from drugs of abuse.

Subpart 16—National Institute of Mental Health

PURPOSE OF INSTITUTE

SEC. 464R. [285p] (a) IN GENERAL.—The general purpose of
the National Institute of Mental Health (hereafter in this subpart
referred to as the “Institute”) is the conduct and support of bio-
medical and behavioral research, health services research, research
training, and health information dissemination with respect to the
cause, diagnosis, treatment, control and prevention of mental ill-
ness.

(b) RESEARCH PROGRAM.—The research program established
under this subpart shall include support for biomedical and behav-
ioral neuroscience and shall be designed to further the treatment
and prevention of mental illness, the promotion of mental health,
and the study of the psychological, social and legal factors that in-
fluence behavior.

(c) COLLABORATION.—The Director of the Institute shall col-
laborate with the Administrator of the Substance Abuse and Men-
tal Health Services Administration in focusing the services re-
search activities of the Institute and in disseminating the results
of such research to health professionals and the general public.

(d) INFORMATION WITH RESPECT TO SUICIDE.—

(1) IN GENERAL.—The Director of the Institute shall—

(A) develop and publish information with respect to
the causes of suicide and the means of preventing suicide;
and
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(B) make such information generally available to the
public and to health professionals.

(2) YouTH SUICIDE.—Information described in paragraph
(1) shall especially relate to suicide among individuals under
24 years of age.
(e) ASSOCIATE DIRECTOR FOR SPECIAL POPULATIONS.—

(1) INn GENERAL.—The Director of the Institute shall des-
ignate an Associate Director for Special Populations.

(2) DutiEs.—The Associate Director for Special Popu-
lations shall—

(A) develop and coordinate research policies and pro-
grams to assure increased emphasis on the mental health
needs of women and minority populations;

(B) support programs of basic and applied social and
behavioral research on the mental health problems of
women and minority populations;

(C) study the effects of discrimination on institutions
and individuals, including majority institutions and indi-
viduals;

(D) support and develop research designed to elimi-
nate institutional discrimination; and

(E) provide increased emphasis on the concerns of
women and minority populations in training programs,
service delivery programs, and research endeavors of the
Institute.

ASSOCIATE DIRECTOR FOR PREVENTION

SEC. 464S. [285p-1] (a) IN GENERAL.—There shall be in the
Institute an Associate Director for Prevention who shall be respon-
sible for the full-time coordination and promotion of the programs
in the Institute concerning the prevention of mental disorder. The
Associate Director shall be appointed by the Director of the Insti-
tute from individuals who because of their professional training or
expﬁrtise are experts in mental disorder and the prevention of
such.

(b) REPORT.—The Associate Director for Prevention shall pre-
pare for inclusion in the biennial report made under section 407 a
description of the prevention activities of the Institute, including a
description of the staff and resources allocated to those activities.

OFFICE OF RURAL MENTAL HEALTH RESEARCH

SEC. 464T. [285p—2] (a) IN GENERAL.—There is established
within the Institute an office to be known as the Office of Rural
Mental Health Research (hereafter in this section referred to as the
“Office”). The Office shall be headed by a director, who shall be ap-
pointed by the Director of such Institute from among individuals
experienced or knowledgeable in the provision of mental health
services in rural areas. The Secretary shall carry out the authori-
ties established in this section acting through the Director of the
Office.

(b) COORDINATION OF ACTIVITIES.—The Director of the Office,
in consultation with the Director of the Institute and with the Di-
rector of the Office of Rural Health Policy, shall—
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(1) coordinate the research activities of the Department of
Health and Human Services as such activities relate to the
mental health of residents of rural areas; and

(2) coordinate the activities of the Office with similar ac-
tivities of public and nonprofit private entities.

(c) RESEARCH, DEMONSTRATIONS, EVALUATIONS, AND DISSEMI-
NATION.—The Director of the Office may, with respect to the men-
tal health of adults and children residing in rural areas—

(1) conduct research on conditions that are unique to the
residents of rural areas, or more serious or prevalent in such
residents;

(2) conduct research on improving the delivery of services
in such areas; and

(3) disseminate information to appropriate public and non-
profit private entities.

(d) AUTHORITY REGARDING GRANTS AND CONTRACTS.—The Di-
rector of the Office may carry out the authorities established in
subsection (c¢) directly and through grants, cooperative agreements,
or contracts with public or nonprofit private entities.

OFFICE ON AIDS

SEC. 464U. [285p—3] The Director of the Institute shall estab-
lish within the Institute an Office on AIDS. The Office shall be re-
sponsible for the coordination of research and determining the di-
rection of the Institute with respect to AIDS research related to—

(1) primary prevention of the spread of HIV, including
transmission via sexual behavior;

(2) mental health services research; and

(3) other matters determined appropriate by the Director.

Subpart 17—National Institute of Nursing Research

PURPOSE OF THE INSTITUTE

SEC. 464V. [285q] The general purpose of the National Insti-
tute of Nursing Research (in this subpart referred to as the “Insti-
tute”) is the conduct and support of, and dissemination of informa-
tion respecting, basic and clinical nursing research, training, and
other programs in patient care research.

SPECIFIC AUTHORITIES

SEC. 464W. [2859—1] To carry out section 464V, the Director
of the Institute may provide research training and instruction and
establish, in the Institute and other nonprofit institutions, research
traineeships and fellowships in the study and investigation of the
prevention of disease, health promotion, and the nursing care of in-
dividuals with and the families of individuals with acute and
chronic illnesses. The Director of the Institute may provide individ-
uals receiving such training and instruction or such traineeships or
fellowships with such stipends and allowances (including amounts
for travel and subsistence and dependency allowances) as the Di-
rector determines necessary. The Director may make grants to non-
profit institutions to provide such training and instruction and
traineeships and fellowships.
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ADVISORY COUNCIL

SEC. 464X. [2859—2] (a)(1) The Secretary shall appoint an ad-
visory council for the Institute which shall advise, assist, consult
with, and make recommendations to the Secretary and the Director
of the Institute on matters related to the activities carried out by
and through the Institute and the policies respecting such activi-
ties.

(2) The advisory council for the Institute may recommend to
the Secretary acceptance, in accordance with section 2701,45 of con-
ditional gifts for study, investigations, and research and for the ac-
quisition of grounds or construction, equipping, or maintenance of
facilities for the Institute.

(3) The advisory council for the Institute—

(A)(i) may make recommendations to the Director of the
Institute respecting research conducted at the Institute,

(il) may review applications for grants and cooperative
agreements for research or training and recommend for ap-
proval applications for projects which show promise of making
valuable contributions to human knowledge, and

(iii) may review any grant, contract, or cooperative agree-
ment proposed to be made or entered into by the Institute;

(B) may collect, by correspondence or by personal inves-
tigation, information as to studies which are being carried on
in the United States or any other country as to the diseases,
disorders, or other aspects of human health with respect to
which the Institute is concerned and with the approval of the
Director of the Institute make available such information
through appropriate publications for the benefit of public and
private health entities and health professions personnel and
scientists and for the information of the general public; and

(C) may appoint subcommittees and convene workshops
and conferences.

(b)(1) The advisory council shall consist of ex officio members
and not more than eighteen members appointed by the Secretary.

. (2) The ex officio members of the advisory council shall consist
o —

(A) the Secretary, the Director of NIH, the Director of the
Institute, the chief nursing officer of the Department of Vet-
erans Affairs, the Assistant Secretary of Defense for Health Af-
fairs, the Director of the Division of Nursing of the Health Re-
sources and Services Administration (or the designees of such
officers), and

(B) such additional officers or employees of the United
States as the Secretary determines necessary for the advisory
council to effectively carry out its functions.

(3) The members of the advisory council who are not ex officio
members shall be appointed as follows:

45Probably should be section 231. That section formerly was section 2701, and was redesig-
nated by subsection (a)(2) of section 2010 of Public Law 103—43 (107 Stat. 213). Subsection (b)(5)
of such section purported to conform the above reference, but the amendment cannot be exe-
cuted because the amendment applied to the incorrect section. (The conforming amendment ap-

plied to section 485. Section 464X formerly was section 485, and was redesignated by section
1511(b)(2)(B) of Public Law 103-43 (107 Stat. 179).)

June 23, 2022 As Amended Through P.L. 117-104, Enacted March 18, 2022



G:\COMP\PHSA\PUBLIC HEALTH SERVICE ACT-TITLE IVNATIONAL R... XML

Sec. 464X PUBLIC HEALTH SERVICE ACT 160

(A) Two-thirds of the members shall be appointed by the
Secretary from among the leading representatives of the health
and scientific disciplines (including public health and the be-
havioral or social sciences) relevant to the activities of the In-
stitute. Of the members appointed pursuant to this subpara-
graph, at least seven shall be professional nurses who are rec-
ogniz}eld experts in the area of clinical practice, education, or re-
search.

(B) One-third of the members shall be appointed by the
Secretary from the general public and shall include leaders in
fields of public policy, law, health policy, economics, and man-
agement.

(4) Members of the advisory council who are officers or employ-
ees of the United States shall not receive any compensation for
service on the advisory council. The other members of the advisory
council shall receive, for each day (including traveltime) they are
engaged in the performance of the functions of the advisory council,
compensation at rates not to exceed the daily equivalent of the an-
nual rate in effect for grade GS—18 of the General Schedule.

(c) The term of office of an appointed member of the advisory
council is four years, except that any member appointed to fill a
vacancy for an unexpired term shall be appointed for the remain-
der of such term and the Secretary shall make appointments to an
advisory council in such a manner as to ensure that the terms of
the members do not all expire in the same year. A member may
serve after the expiration of the member’s term until a successor
has taken office. A member who has been appointed for a term of
four years may not be reappointed to an advisory council before
two years from the date of expiration of such term of office. If a
vacancy occurs in the advisory council among the appointed mem-
bers, the Secretary shall make an appointment to fill the vacancy
within 90 days from the date the vacancy occurs.

(d) The chairman of the advisory council shall be selected by
the Secretary from among the appointed members, except that the
Secretary may select the Director of the Institute to be the chair-
man of the advisory council. The term of office of the chairman
shall be two years.

(e) The advisory council shall meet at the call of the chairman
or upon the request of the Director of the Institute, but at least
three times each fiscal year. The location of the meetings of the ad-
visory council is subject to the approval of the Director of the Insti-
tute.

(f) The Director of the Institute shall designate a member of
the staff of the Institute to serve as the executive secretary of the
advisory council. The Director of the Institute shall make available
to the advisory council such staff, information, and other assistance
as it may require to carry out its functions. The Director of the In-
stitute shall provide orientation and training for new members of
the advisory council to provide them with such information and
training as may be appropriate for their effective participation in
the functions of the advisory council.

(g) The advisory council may prepare, for inclusion in the tri-
ennial report made under section 403 (1) comments respecting the
activities of the advisory council in the fiscal years respecting
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which the report is prepared, (2) comments on the progress of the
Institute in meeting its objectives, and (3) recommendations re-
specting the future directions and program and policy emphasis of
the Institute. The advisory council may prepare such additional re-
ports as it may determine appropriate.

[Section 464Y was repealed by section 2042(h)(1) of Public
Law 114-255.]

Subpart 18—National Institute of Biomedical Imaging and
Bioengineering

PURPOSE OF THE INSTITUTE

SEC. 464z. [285r] (a) The general purpose of the National In-
stitute of Biomedical Imaging and Bioengineering (in this section
referred to as the “Institute”) is the conduct and support of re-
search, training, the dissemination of health information, and other
programs with respect to biomedical imaging, biomedical engineer-
ing, and associated technologies and modalities with biomedical ap-
plications (in this section referred to as “biomedical imaging and
bioengineering”).

(b)(1) The Director of the Institute, with the advice of the Insti-
tute’s advisory council, shall establish a National Biomedical Imag-
ing and Bioengineering Program (in this section referred to as the
“Program”).

(2) Activities under the Program shall include the following
with respect to biomedical imaging and bioengineering:

(A) Research into the development of new techniques and
devices.

(B) Related research in physics, engineering, mathematics,
computer science, and other disciplines.

(C) Technology assessments and outcomes studies to evalu-
ate the effectiveness of biologics, materials, processes, devices,
procedures, and informatics.

(D) Research in screening for diseases and disorders.

(E) The advancement of existing imaging and bio-
engineering modalities, including imaging, biomaterials, and
informatics.

(F) The development of target-specific agents to enhance
images and to identify and delineate disease.

(G) The development of advanced engineering and imaging
technologies and techniques for research from the molecular
and genetic to the whole organ and body levels.

(H) The development of new techniques and devices for
more effective interventional procedures (such as image-guided
interventions).

(3)(A) With respect to the Program, the Director of the Insti-
tute shall prepare and transmit to the Secretary and the Director
of NIH a plan to initiate, expand, intensify, and coordinate activi-
ties of the Institute with respect to biomedical imaging and bio-
engineering. The plan shall include such comments and rec-
ommendations as the Director of the Institute determines appro-
priate. The Director of the Institute shall periodically review and

June 23, 2022 As Amended Through P.L. 117-104, Enacted March 18, 2022



G:\COMP\PHSA\PUBLIC HEALTH SERVICE ACT-TITLE IVNATIONAL R... XML

Sec. 464z-1 PUBLIC HEALTH SERVICE ACT 162

revise the plan and shall transmit any revisions of the plan to the
Secretary and the Director of NTH.

(B) The plan under subparagraph (A) shall include the rec-
ommendations of the Director of the Institute with respect to the
following:

(i) Where appropriate, the consolidation of programs of the
National Institutes of Health for the express purpose of en-
hancing support of activities regarding basic biomedical imag-
ing and bioengineering research.

(i) The coordination of the activities of the Institute with
related activities of the other agencies of the National Insti-
tutes of Health and with related activities of other Federal
agencies.

(c) The establishment under section 406 of an advisory council
for the Institute is subject to the following:

(1) The number of members appointed by the Secretary
shall be 12.

(2) Of such members—

(A) six members shall be scientists, engineers, physi-
cians, and other health professionals who represent dis-
ciplines in biomedical imaging and bioengineering and who
are not officers or employees of the United States; and

(B) six members shall be scientists, engineers, physi-
cians, and other health professionals who represent other
disciplines and are knowledgeable about the applications
of biomedical imaging and bioengineering in medicine, and
who are not officers or employees of the United States.

(3) In addition to the ex officio members specified in sec-
tion 406(b)(2), the ex officio members of the advisory council
shall include the Director of the Centers for Disease Control
and Prevention, the Director of the National Science Founda-
tion, and the Director of the National Institute of Standards
and Technology (or the designees of such officers).

Subpart 19—National Human Genome Research Institute

PURPOSE OF THE CENTER 46

SEC. 464z—1. [285s] (a) The general purpose of the National
Human Genome Research Institute (in this subpart referred to as
the “Institute”) is to characterize the structure and function of the
human genome, including the mapping and sequencing of indi-
vidual genes. Such purpose includes—

(1) planning and coordinating the research goal of the ge-
nome project;

(2) reviewing and funding research proposals;

(3) developing training programs;

(4) coordinating international genome research;

(5) communicating advances in genome science to the pub-
lic; and

46The word “CENTER” in the section heading probably should read “INSTITUTE”. Section
101(c)(4)(C) of Public Law 109-482 (120 Stat. 3675) struck “center” each place such term ap-
peared in this subpart and inserted “institute”. However, this amendment was not effective with
respect to the section heading because the word “CENTER” appears in small caps.
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(6) reviewing and funding proposals to address the ethical
and legal issues associated with the genome project (including
legal issues regarding patents).

(b) The Director of the Institute may conduct and support re-
search training—

(1) for which fellowship support is not provided under sec-
tion 487; and

(2) that is not residency training of physicians or other
health professionals.

(c)(1) Except as provided in paragraph (2), of the amounts ap-
propriated to carry out subsection (a) for a fiscal year, the Director
of the Institute shall make available not less than 5 percent for
carrying out paragraph (6) of such subsection.

(2) With respect to providing funds under subsection (a)(6) for
proposals to address the ethical issues associated with the genome
project, paragraph (1) shall not apply for a fiscal year if the Direc-
tor of the Institute certifies to the Committee on Energy and Com-
merce of the House of Representatives, and to the Committee on
Labor and Human Resources of the Senate, that the Director has
determined that an insufficient number of such proposals meet the
applicable requirements of sections 491 and 492.

Subpart 20—National Institute on Minority Health and Health
Disparities

SEC. 464z-3. [285t]1 PURPOSE OF CENTER 47,

(a) IN GENERAL.—The general purpose of the National Insti-
tute on Minority Health and Health Disparities (in this subpart re-
ferred to as the “Institute”) is the conduct and support of research,
training, dissemination of information, and other programs with re-
spect to minority health conditions and other populations with
health disparities.

(b) PrIORITIES.—The Director of the Institute shall in expend-
ing amounts appropriated under this subpart give priority to con-
ducting and supporting minority health disparities research.

(c) MINORITY HEALTH DISPARITIES RESEARCH.—For purposes of
this subpart:

(1) The term “minority health disparities research” means
basic, clinical, and behavioral research on minority health con-
ditions (as defined in paragraph (2)), including research to pre-
vent, diagnose, and treat such conditions.

(2) The term “minority health conditions”, with respect to
individuals who are members of minority groups, means all
diseases, disorders, and conditions (including with respect to
mental health and substance abuse)—

(A) unique to, more serious, or more prevalent in such
individuals;

(B) for which the factors of medical risk or types of
medical intervention may be different for such individuals,
or for which it is unknown whether such factors or types
are different for such individuals; or

47The word “CENTER” in the section heading for section 464z—3 probably should read “IN-
STITUTE”. See amendment made by section 10334(c)(1)(D)(iii) of Public Law 111-148
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(C) with respect to which there has been insufficient
research involving such individuals as subjects or insuffi-
cient data on such individuals.

(3) The term “minority group” has the meaning given the
term “racial and ethnic minority group” in section 1707.

(4) The terms “minority” and “minorities” refer to individ-
uals from a minority group.

(d) HEALTH DISPARITY POPULATIONS.—For purposes of this
subpart:

(1) A population is a health disparity population if, as de-
termined by the Director of the Institute after consultation
with the Director of the Agency for Healthcare Research and
Quality, there is a significant disparity in the overall rate of
disease incidence, prevalence, morbidity, mortality, or survival
rates in the population as compared to the health status of the
general population.

(2) The Director shall give priority consideration to deter-
mining whether minority groups qualify as health disparity
populations under paragraph (1).

(3) The term “health disparities research” means basic,
clinical, and behavioral research on health disparity popu-
lations (including individual members and communities of such
populations) that relates to health disparities as defined under
paragraph (1), including the causes of such disparities and
methods to prevent, diagnose, and treat such disparities.

(e) COORDINATION OF ACTIVITIES.—The Director of the Institute
shall act as the primary Federal official with responsibility for co-
ordinating all minority health disparities research and other health
disparities research conducted or supported by the National Insti-
tutes of Health, and—

(1) shall represent the health disparities research program
of the National Institutes of Health, including the minority
health disparities research program, at all relevant Executive
branch task forces, committees and planning activities; and

(2) shall maintain communications with all relevant Public
Health Service agencies, including the Indian Health Service,
and various other departments of the Federal Government to
ensure the timely transmission of information concerning ad-
vances in minority health disparities research and other health
disparities research between these various agencies for dis-
semination to affected communities and health care providers.
(f) COLLABORATIVE COMPREHENSIVE PLAN AND BUDGET.—

(1) IN GENERAL.—Subject to the provisions of this section
and other applicable law, the Director of NIH, the Director of
the Institute, and the directors of the other agencies of the Na-
tional Institutes of Health in collaboration (and in consultation
with the advisory council for the Institute) shall—

(A) establish a comprehensive plan and budget for the
conduct and support of all minority health disparities re-
search and other health disparities research activities of
the agencies of the National Institutes of Health (which
plan and budget shall be first established under this sub-
section not later than 12 months after the date of the en-
actment of this subpart);
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(B) ensure that the plan and budget establish prior-
ities among the health disparities research activities that
such agencies are authorized to carry out;

(C) ensure that the plan and budget establish objec-
tives regarding such activities, describes the means for
achieving the objectives, and designates the date by which
the objectives are expected to be achieved,;

(D) ensure that, with respect to amounts appropriated
for activities of the Institute, the plan and budget give pri-
ority in the expenditure of funds to conducting and sup-
porting minority health disparities research;

(E) ensure that all amounts appropriated for such ac-
tivities are expended in accordance with the plan and
budget;

(F) review the plan and budget not less than annually,
and revise the plan and budget as appropriate;

(G) ensure that the plan and budget serve as a broad,
binding statement of policies regarding minority health
disparities research and other health disparities research
activities of the agencies, but do not remove the responsi-
bility of the heads of the agencies for the approval of spe-
cific programs or projects, or for other details of the daily
administration of such activities, in accordance with the
plan and budget; and

(H) promote coordination and collaboration among the
agencies conducting or supporting minority health or other
health disparities research.

(2) CERTAIN COMPONENTS OF PLAN AND BUDGET.—With re-
spect to health disparities research activities of the agencies of
the National Institutes of Health, the Director of the Institute
shall ensure that the plan and budget under paragraph (1) pro-
vide for—

(A) basic research and applied research, including re-
search and development with respect to products;

(B) research that is conducted by the agencies;

(C) research that is supported by the agencies;

(D) proposals developed pursuant to solicitations by
the agencies and for proposals developed independently of
such solicitations; and

(E) behavioral research and social sciences research,
which may include cultural and linguistic research in each
of the agencies.

(3) MINORITY HEALTH DISPARITIES RESEARCH.—The plan
and budget under paragraph (1) shall include a separate state-
ment of the plan and budget for minority health disparities re-
search.

(g) PARTICIPATION IN CLINICAL RESEARCH.—The Director of the
Institute shall work with the Director of NIH and the directors of
the agencies of the National Institutes of Health to carry out the
provisions of section 492B that relate to minority groups.

(h) RESEARCH ENDOWMENTS.—

(1) IN GENERAL.—The Director of the Institute may carry
out a program to facilitate minority health disparities research
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and other health disparities research by providing for research
endowments—

(A) at current or former centers of excellence under
section 736; and

(B) at current or former centers of excellence under
section 464z—4.

(2) ELiGIBILITY.—The Director of the Institute may provide
for a research endowment under paragraph (1) only if the insti-
tution involved meets the following conditions:

(A) The institution does not have an endowment that
is worth in excess of an amount equal to 50 percent of the
national median of endowment funds at institutions that
conduct similar biomedical research or training of health
professionals.

(B) The application of the institution under paragraph
(1) regarding a research endowment has been rec-
ommended pursuant to technical and scientific peer review
and has been approved by the advisory council under sub-
section (j).

(i) CERTAIN ACTIVITIES.—In carrying out subsection (a), the Di-
rector of the Institute—

(1) shall assist the Director of NIH 48 in carrying out sec-
tion 404I(c)(2) and in committing resources for construction at
Institutions of Emerging Excellence under such section;

(2) shall establish projects to promote cooperation among
Federal agencies, State, local, tribal, and regional public health
agencies, and private entities in health disparities research;
and

(3) may utilize information from previous health initiatives
concerning minorities and other health disparity populations.
(j) ADvisSOrRY COUNCIL.—

(1) IN GENERAL.—The Secretary shall, in accordance with
section 406, establish an advisory council to advise, assist, con-
sult with, and make recommendations to the Director of the In-
stitute on matters relating to the activities described in sub-
section (a), and with respect to such activities to carry out any
other functions described in section 406 for advisory councils
under such section. Functions under the preceding sentence
shall include making recommendations on budgetary alloca-
tions made in the plan under subsection (f), and shall include
reviewing reports under subsection (k) before the reports are
submitted under such subsection.

(2) MEMBERSHIP.—With respect to the membership of the
advisory council under paragraph (1), a majority of the mem-
bers shall be individuals with demonstrated expertise regard-
ing minority health disparity and other health disparity issues;
representatives of communities impacted by minority and other
health disparities shall be included; and a diversity of health
professionals shall be represented. The membership shall in

48 Section 221(d)(3)(A) of division F of Public Law 112—74 provided for an amendment to strike
“Director of National Institute for Research Resources” and inserting “Director of NIH”. The
amendment probably should have been to strike “Director ofNational Institute for Research Re-
sources”, but was carried out to reflect the probable intent of Congress.
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addition include a representative of the Office of Behavioral

and Social Sciences Research under section 404A.

(k) INTRA-NATIONAL INSTITUTES OF HEALTH COORDINATION.—
The Director of the Institute, as the primary Federal official with
responsibility for coordinating all research and activities conducted
or supported by the National Institutes of Health on minority
health and health disparities, shall plan, coordinate, review, and
evaluate research and other activities conducted or supported by
the national research institutes and national centers. The Director
of the Institute may foster partnerships between the national re-
search institutes and national centers and may encourage the fund-
ing of collaborative research projects to achieve the goals of the Na-
tional Institutes of Health that are related to minority health and
health disparities.

SEC. 464z-4. [285t-1] CENTERS OF EXCELLENCE FOR RESEARCH EDU-
CATION AND TRAINING.

(a) IN GENERAL.—The Director of the Institute shall make
awards of grants or contracts to designated biomedical and behav-
ioral research institutions under paragraph (1) of subsection (c), or
to consortia under paragraph (2) of such subsection, for the purpose
of assisting the institutions in supporting programs of excellence in
biomedical and behavioral research training for individuals who
are members of minority health disparity populations or other
health disparity populations.

(b) REQUIRED USE OF FUNDS.—An award may be made under
subsection (a) only if the applicant involved agrees that the grant
will be expended—

(1) to train members of minority health disparity popu-
lations or other health disparity populations as professionals in
the area of biomedical or behavioral research or both; or

(2) to expand, remodel, renovate, or alter existing research
facilities or construct new research facilities for the purpose of
conducting minority health disparities research and other
health disparities research.

(c) CENTERS OF EXCELLENCE.—

(1) IN GENERAL.—For purposes of this section, a designated
biomedical and behavioral research institution is a biomedical
and behavioral research institution that—

(A) has a significant number of members of minority
health disparity populations or other health disparity pop-
ulations enrolled as students in the institution (including
individuals accepted for enrollment in the institution);

(B) has been effective in assisting such students of the
institution to complete the program of education or train-
ing and receive the degree involved;

(C) has made significant efforts to recruit minority
students to enroll in and graduate from the institution,
which may include providing means-tested scholarships
and other financial assistance as appropriate; and

(D) has made significant recruitment efforts to in-
crease the number of minority or other members of health
disparity populations serving in faculty or administrative
positions at the institution.
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(2) CONSORTIUM.—Any designated biomedical and behav-
ioral research institution involved may, with other biomedical
and behavioral institutions (designated or otherwise), including
tribal health programs, form a consortium to receive an award
under subsection (a).

(3) APPLICATION OF CRITERIA TO OTHER PROGRAMS.—In the
case of any criteria established by the Director of the Institute
for purposes of determining whether institutions meet the con-
ditions described in paragraph (1), this section may not, with
respect to minority health disparity populations or other health
disparity populations, be construed to authorize, require, or
prohibit the use of such criteria in any program other than the
program established in this section.

(d) DURATION OF GRANT.—The period during which payments
are made under a grant under subsection (a) may not exceed 5
years. Such payments shall be subject to annual approval by the
Director of the Institute and to the availability of appropriations
for the fiscal year involved to make the payments.

(e) MAINTENANCE OF EFFORT.—

(1) IN GENERAL.—With respect to activities for which an
award under subsection (a) is authorized to be expended, the
Director of the Institute may not make such an award to a des-
ignated research institution or consortium for any fiscal year
unless the institution, or institutions in the consortium, as the
case may be, agree to maintain expenditures of non-Federal
amounts for such activities at a level that is not less than the
level of such expenditures maintained by the institutions in-
volved for the fiscal year preceding the fiscal year for which
such institutions receive such an award.

(2) USE OF FEDERAL FUNDS.—With respect to any Federal
amounts received by a designated research institution or con-
sortium and available for carrying out activities for which an
award under subsection (a) is authorized to be expended, the
Director of the Institute may make such an award only if the
institutions involved agree that the institutions will, before ex-
pending the award, expend the Federal amounts obtained from
sources other than the award.

(f) CERTAIN EXPENDITURES.—The Director of the Institute may
authorize a designated biomedical and behavioral research institu-
tion to expend a portion of an award under subsection (a) for re-
search endowments.

(g) DEFINITIONS.—For purposes of this section:

(1) The term “designated biomedical and behavioral re-
search institution” has the meaning indicated for such term in
subsection (c)(1). Such term includes any health professions
school receiving an award of a grant or contract under section
736.

(2) The term “program of excellence” means any program
carried out by a designated biomedical and behavioral research
institution with an award under subsection (a), if the program
is for purposes for which the institution involved is authorized
in subsection (b) to expend the grant.
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[Section 464z—5 was repealed by section 2022(c)(1) of Public
Law 114-255.]

SEC. 464z-6. [285t-3] GENERAL PROVISIONS REGARDING THE CENTER.
The Secretary, acting through the Director of the National In-
stitutes of Health, shall provide administrative support and sup-
port services to the Director of the Institute and shall ensure that
such support takes maximum advantage of existing administrative
structures at the agencies of the National Institutes of Health.

PART D—NATIONAL LIBRARY OF MEDICINE
Subpart 1—General Provisions

PURPOSE, ESTABLISHMENT, AND FUNCTIONS OF THE NATIONAL
LIBRARY OF MEDICINE

SEC. 465. [286] (a) In order to assist the advancement of med-
ical and related sciences and to aid the dissemination and exchange
of scientific and other information important to the progress of
medicine and to the public health, there is established the National
Library of Medicine (hereafter in this part referred to as the “Li-
brary”).

(b) The Secretary, through the Library and subject to sub-
section (d), shall—

(1) acquire and preserve books, periodicals, prints, films,
recordings, and other library materials pertinent to medicine;

(2) organize the materials specified in paragraph (1) by ap-
propriate cataloging, indexing, and bibliographical listings;

(3) publish and disseminate the catalogs, indexes, and bib-
liographies referred to in paragraph (2);

(4) make available, through loans, photographic or other
copying procedures, or otherwise, such materials in the Library
as the Secretary determines appropriate;

(5) provide reference and research assistance;

(6) publicize the availability from the Library of the prod-
ucts and services described in any of paragraphs (1) through
(5);

(7) promote the use of computers and telecommunications
by health professionals (including health professionals in rural
areas) for the purpose of improving access to biomedical infor-
mation for health care delivery and medical research; and

(8) engage in such other activities as the Secretary deter-
mines appropriate and as the Library’s resources permit.

(c) The Secretary may exchange, destroy, or otherwise dispose
of any books, periodicals, films, and other library materials not
needed for the permanent use of the Library.

(d)(1) The Secretary may, after obtaining the advice and rec-
ommendations of the Board of Regents, prescribe rules under which
the Library will—

(A) provide copies of its publications or materials,

(B) will make available its facilities for research, or

(C) will make available its bibliographic, reference, or
other services,

to public and private entities and individuals.
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(2) Rules prescribed under paragraph (1) may provide for mak-
ing available such publications, materials, facilities, or services—

(A) without charge as a public service,

(B) upon a loan, exchange, or charge basis, or

(C) in appropriate circumstances, under contract arrange-
ments made with a public or other nonprofit entity.

(e) Whenever the Secretary, with the advice of the Board of Re-
gents, determines that—

(1) in any geographic area of the United States there is no
regional medical library adequate to serve such area;

(2) under criteria prescribed for the administration of sec-
tion 475, there is a need for a regional medical library to serve
such area; and

(3) because there is no medical library located in such area
which, with financial assistance under section 475, can feasibly
be developed into a regional medical library adequate to serve
such area,

the Secretary may establish, as a branch of the Library, a regional
medical library to serve the needs of such area.

(f) Section 231 shall be applicable to the acceptance and admin-
istration of gifts made for the benefit of the Library or for carrying
out any of its functions, and the Board of Regents shall make rec-
ommendations to the Secretary relating to establishment within
the Library of suitable memorials to the donors.

(g) For purposes of this part, the terms “medicine” and “med-
ical”, except when used in section 466, include preventive and
therapeutic medicine, dentistry, pharmacy, hospitalization, nurs-
ing, public health, and the fundamental sciences related thereto,
and other related fields of study, research, or activity.

BOARD OF REGENTS

SEc. 466. [286a] (a)(1)(A) The Board of Regents of the Na-
tional Library of Medicine consists of ex officio members and ten
members appointed by the Secretary.

(B) The ex officio members are the Surgeons General of the
Public Health Service, the Army, the Navy, and the Air Force, the
Chief Medical Director of the Department of Veterans Affairs, the
Dean of the Uniformed Services University of the Health Sciences,
the Assistant Director for Biological, Behavioral, and Social
Sciences of the National Science Foundation, the Director of the
National Agricultural Library, and the Librarian of Congress (or
their designees).

(C) The appointed members shall be selected from among lead-
ers in the various fields of the fundamental sciences, medicine, den-
tistry, public health, hospital administration, pharmacology, health
communications technology, or scientific or medical library work, or
in public affairs. At least six of the appointed members shall be se-
lected from among leaders in the fields of medical, dental, or public
health research or education.

(2) The Board shall annually elect one of the appointed mem-
bers to serve as chairman until the next election. The Secretary
shall designate a member of the Library staff to act as executive
secretary of the Board.
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(b) The Board shall advise, consult with, and make rec-
ommendations to the Secretary on matters of policy in regard to
the Library, including such matters as the acquisition of materials
for the Library, the scope, content, and organization of the Li-
brary’s services, and the rules under which its materials, publica-
tions, facilities, and services shall be made available to various
kinds of users. The Secretary shall include in the annual report of
the Secretary to the Congress a statement covering the rec-
ommendations made by the Board and the disposition thereof. The
Secretary may use the services of any member of the Board in con-
nection with matters related to the work of the Library, for such
periods, in addition to conference periods, as the Secretary may de-
termine.

(c) Each appointed member of the Board shall hold office for
a term of four years, except that any member appointed to fill a
vacancy occurring prior to the expiration of the term for which the
predecessor of such member was appointed shall be appointed for
the remainder of such term. None of the appointed members shall
be eligible for reappointment within one year after the end of the
preceding term of such member.

LIBRARY FACILITIES

SEC. 467. [286a—1] The Administrator of General Services
may acquire, by purchase, condemnation, donation, or otherwise, a
suitable site or sites, selected by the Secretary in accordance with
the direction of the Board, for suitable and adequate buildings and
facilities for use of the Library and to erect thereon, furnish, and
equip such buildings and facilities. Amounts appropriated to carry
out this section may be used for the cost of preparation of drawings
and specifications, supervision of construction, and other adminis-
trative expenses incident to the work. The Administrator of Gen-
eral Services shall prepare the plans and specifications, make all
necessary contracts, and supervise construction.

Subpart 2—Financial Assistance

DEFINITIONS

SEC. 470. [286b-1] As used in this subpart—

(1) the term “medical library” means a library related to
the sciences related to health; and

(2) the term “sciences related to health” includes medicine,
osteopathy, dentistry, and public health, and fundamental and
applied sciences when related thereto.

NATIONAL MEDICAL LIBRARIES ASSISTANCE ADVISORY BOARD

SEC. 471. [286b—2] (a) The Board of Regents of the National
Library of Medicine shall also serve as the National Medical Li-
braries Assistance Advisory Board (hereafter in this subpart re-
ferred to as the “Board”).
(b) The Board shall advise and assist the Secretary in the
preparation of general regulations and with respect to policy mat-
ters arising in the administration of this subpart.
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(c) The Secretary may use the services of any member of the
Board, in connection with matters related to the administration of
this part for such periods, in addition to conference periods, as the
Secretary may determine.

(d) Appointed members of the Board who are not otherwise in
the employ of the United States, while attending conferences of the
Board or otherwise serving at the request of the Secretary in con-
nection with the administration of this subpart, shall be entitled to
receive compensation, per diem in lieu of subsistence, and travel
expenses in the same manner and under the same conditions as
that prescribed under section 208(c) when attending conferences,
traveling, or serving at the request of the Secretary in connection
with the Board’s function under this section.

GRANTS FOR TRAINING IN MEDICAL LIBRARY SCIENCES

SEC. 472. [286b-3] The Secretary shall make grants—

(1) to individuals to enable them to accept traineeships
and fellowships leading to postbaccalaureate academic degrees
in the field of medical library science, in related fields per-
taining to sciences related to health, or in the field of the com-
munication of information;

(2) to individuals who are librarians or specialists in infor-
mation on sciences relating to health, to enable them to under-
go intensive training or retraining so as to attain greater com-
petence in their occupations (including competence in the fields
of automatic data processing and retrieval);

(3) to assist appropriate public and private nonprofit insti-
tutions in developing, expanding, and improving training pro-
grams in library science and the field of communications of in-
formation pertaining to sciences relating to health; and

(4) to assist in the establishment of internship programs in
established medical libraries meeting standards which the Sec-
retary shall prescribe.

ASSISTANCE FOR SPECIAL SCIENTIFIC PROJECTS, AND FOR RESEARCH
AND DEVELOPMENT IN MEDICAL LIBRARY SCIENCE AND RELATED
FIELDS

SEC. 473. [286b—4] (a) The Secretary shall make grants to
physicians and other practitioners in the sciences related to health,
to scientists, and to public or nonprofit private institutions on be-
half of such physicians, other practitioners, and scientists for the
compilation of existing, or the writing of original, contributions re-
lating to scientific, social, or cultural advancements in sciences re-
lated to health. In making such grants, the Secretary shall make
appropriate arrangements under which the facilities of the Library
and the facilities of libraries of public and private nonprofit institu-
tions of higher learning may be made available in connection with
the projects for which such grants are made.

(b) The Secretary shall make grants to appropriate public or
private nonprofit institutions and enter into contracts with appro-
priate persons, for purposes of carrying out projects of research, in-
vestigations, and demonstrations in the field of medical library
science and related activities and for the development of new tech-
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niques, systems, and equipment, for processing, storing, retrieving,
and distributing information pertaining to sciences related to
health.

(c)(1) The Secretary shall make grants to public or nonprofit
private institutions for the purpose of carrying out projects of re-
search on, and development and demonstration of, new education
technologies.

(2) The purposes for which a grant under paragraph (1) may
be made include projects concerning—

(A) computer-assisted teaching and testing of clinical com-
petence at health professions and research institutions;

(B) the effective transfer of new information from research
laboratories to appropriate clinical applications;

(C) the expansion of the laboratory and clinical uses of
computer-stored research databases; and

(D) the testing of new technologies for training health care
professionals.

(3) The Secretary may not make a grant under paragraph (1)
unless the applicant for the grant agrees to make the projects
available with respect to—

(A) assisting in the training of health professions students;
and

(B) enhancing and improving the capabilities of health pro-
fessionals regarding research and teaching.

GRANTS FOR ESTABLISHING, EXPANDING, AND IMPROVING THE BASIC
RESOURCES OF MEDICAL LIBRARIES AND RELATED INSTRUMENTAL-
ITIES

SEC. 474. [286b-5]1 (a) The Secretary shall make grants of
money, materials, or both, to public or private nonprofit medical li-
braries and related scientific communication instrumentalities for
the purpose of establishing, expanding, and improving their basic
medical library or related resources. A grant under this subsection
may be used for—

(1) the acquisition of books, journals, photographs, motion
picture and other films, and other similar materials;

(2) cataloging, binding, and other services and procedures
for processing library resource materials for use by those who
are served by the library or related instrumentality;

(3) the acquisition of duplication devices, facsimile equip-
ment, film projectors, recording equipment, and other equip-
ment to facilitate the use of the resources of the library or re-
lated instrumentality by those who are served by it; and

(4) the introduction of new technologies in medical librar-
ianship.

(b)(1) The amount of any grant under this section to any med-
ical library or related instrumentality shall be determined by the
Secretary on the basis of the scope of library or related services
provided by such library or instrumentality in relation to the popu-
lation and purposes served by it. In making a determination of the
scope of services served by any medical library or related instru-
mentality, the Secretary shall take into account—
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(A) the number of graduate and undergraduate students
making use of the resources of such library or instrumentality;

(B) the number of physicians and other practitioners in the
sciences related to health utilizing the resources of such library
or instrumentality;

(C) the type of supportive staffs, if any, available to such
library or instrumentality;

(D) the type, size, and qualifications of the faculty of any
school with which such library or instrumentality is affiliated;

(E) the staff of any hospital or hospitals or of any clinic or
clinics with which such library or instrumentality is affiliated;
and

(F) the geographic area served by such library or instru-

mentality and the availability within such area of medical li-

brary or related services provided by other libraries or related

instrumentalities.

(2) Grants to such medical libraries or related instrumental-
ities under this section shall be in such amounts as the Secretary
may by regulation prescribe with a view to assuring adequate con-
tinuing financial support for such libraries or instrumentalities
from other sources during and after the period for which grants are
provided, except that in no case shall any grant under this section
to a medical library or related instrumentality for any fiscal year
exceed $1,000,000.

GRANTS AND CONTRACTS FOR ESTABLISHMENT OF REGIONAL MEDICAL
LIBRARIES

SEC. 475. [286b—6] (a) The Secretary, with the advice of the
Board, shall make grants to and enter into contracts with existing
public or private nonprofit medical libraries so as to enable each
of them to serve as the regional medical library for the geo-
graphical area in which it is located.

(b) The uses for which grants and contracts under this section
may be employed include the—

(1) acquisition of books, journals, and other similar mate-
rials;

(2) cataloging, binding, and other procedures for processing
library resource materials for use by those who are served by
the library;

(3) acquisition of duplicating devices and other equipment
to facilitate the use of the resources of the library by those who
are served by it;

(4) acquisition of mechanisms and employment of per-
sonnel for the speedy transmission of materials from the re-
gional library to local libraries in the geographic area served
by the regional library; and

(5) planning for services and activities under this section.
(c)(1) Grants and contracts under this section shall only be

made to or entered into with medical libraries which agree—

(A) to modify and increase their library resources, and to
supplement the resources of cooperating libraries in the region,
so as to be able to provide adequate supportive services to all
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libraries in the region as well as to individual users of library

services; and

(B) to provide free loan services to qualified users and
make available photoduplicated or facsimile copies of bio-
medical materials which qualified requesters may retain.

(2) The Secretary, in awarding grants and contracts under this
section, shall give priority to medical libraries having the greatest
potential of fulfilling the needs for regional medical libraries. In de-
termining the priority to be assigned to any medical library, the
Secretary shall consider—

(A) the adequacy of the library (in terms of collections, per-
sonnel, equipment, and other facilities) as a basis for a regional
medical library; and

(B) the size and nature of the population to be served in
the region in which the library is located.

(d) Grants and contracts under this section for basic resource
materials to a library may not exceed—

(1) 50 percent of the library’s annual operating expense
(exclusive of Federal financial assistance under this part) for
the preceding year; or

(2) in case of the first year in which the library receives
a grant under this section for basic resource materials, 50 per-
cent of its average annual operating expenses over the past
three years (or if it had been in operation for less than three
years, its annual operating expenses determined by the Sec-
retary in accordance with regulations).

FINANCIAL SUPPORT OF BIOMEDICAL SCIENTIFIC PUBLICATIONS

SEC. 476. [286b-7] (a) The Secretary, with the advice of the
Board, shall make grants to, and enter into appropriate contracts
with, public or private nonprofit institutions of higher education
and individual scientists for the purpose of supporting biomedical
scientific publications of a nonprofit nature and to procure the com-
pilation, writing, editing, and publication of reviews, abstracts, in-
dices, handbooks, bibliographies, and related matter pertaining to
scientific works and scientific developments.

(b) Grants under subsection (a) in support of any single peri-
odical publication may not be made for more than three years, ex-
cept in those cases in which the Secretary determines that further
support is necessary to carry out the purposes of subsection (a).

GRANT PAYMENTS, RECORDS, AND AUDIT

SEC. 477. [286b—8] (a) Payments under grants made under
sections 472, 473, 474, 475, and 476 may be made in advance or
by way of reimbursement and in such installments as the Secretary
shall prescribe by regulation after consultation with the Board.

(b)(1) Each recipient of a grant under this subpart shall keep
such records as the Secretary shall prescribe, including records
which fully disclose the amount and disposition by such recipient
of the proceeds of such grant, the total cost of the project or under-
taking in connection with which such grant is given or used, and
the amount of that portion of the cost of the project or undertaking
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supplied by other sources, and such other records as will facilitate
an effective audit.

(2) The Secretary and the Comptroller General of the United
States, or any of their duly authorized representatives, shall have
access for the purpose of audit and examination to any books, docu-
ments, papers, and records of such recipients that are pertinent to
any grant received under this subpart.

Subpart 3—National Center for Biotechnology Information

PURPOSE, ESTABLISHMENT, FUNCTIONS, AND FUNDING OF THE
NATIONAL CENTER FOR BIOTECHNOLOGY INFORMATION

SEC. 478. [286¢] (a) In order to focus and expand the collec-
tion, storage, retrieval, and dissemination of the results of bio-
technology research by information systems, and to support and en-
hance the development of new information technologies to aid in
the understanding of the molecular processes that control health
and disease, there is established the National Center for Bio-
technology Information (hereinafter in this section referred to as
the “Center”) in the National Library of Medicine.

(b) The Secretary, through the Center and subject to section
465(d), shall—

(1) design, develop, implement, and manage automated
systems for the collection, storage, retrieval, analysis, and dis-
semination of knowledge concerning human molecular biology,
biochemistry, and genetics;

(2) perform research into advanced methods of computer-
based information processing capable of representing and ana-
lyzing the vast number of biologically important molecules and
compounds;

(3) enable persons engaged in biotechnology research and
medical care to use systems developed under paragraph (1) and
methods described in paragraph (2); and

(4) coordinate, as much as is practicable, efforts to gather
biotechnology information on an international basis.

Subpart 4—National Information Center on Health Services
Research and Health Care Technology

NATIONAL INFORMATION CENTER

SEC. 478A. [286d] (a) There is established within the Library
an entity to be known as the National Information Center on
Health Services Research and Health Care Technology (in this sec-
tion referred to as the “Center”).

(b) The purpose of the Center is the collection, storage, anal-
ysis, retrieval, and dissemination of information on health services
research, clinical practice guidelines, and on health care tech-
nology, including the assessment of such technology. Such purpose
includes developing and maintaining data bases and developing
and implementing methods of carrying out such purpose.

(c) The Director of the Center shall ensure that information
under subsection (b) concerning clinical practice guidelines is col-
lected and maintained electronically and in a convenient format.
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Such Director shall develop and publish criteria for the inclusion
of practice guidelines and technology assessments in the informa-
tion center database.

(d) The Secretary, acting through the Center, shall coordinate
the activities carried out under this section through the Center
with related activities of the Administrator for Health Care Policy
and Research.

PART E—OTHER AGENCIES OF NIH

Subpart 1—National Center for Advancing Translational Sciences

SEC. 479. [287] NATIONAL CENTER FOR ADVANCING TRANSLATIONAL
SCIENCES.

(a) PURPOSE.—The purpose of the National Center for Advanc-
ing Translational Sciences (in this subpart referred to as the “Cen-
ter”) is to advance translational sciences, including by—

(1) coordinating and developing resources that leverage
basic research in support of translational science; and

(2) developing partnerships and working cooperatively to
foster synergy in ways that do not create duplication, redun-
dancy, and competition with industry activities.

(b) CLINICAL TRIAL ACTIVITIES.—

(1) IN GENERAL.—The Center may develop and provide in-
frastructure and resources for all phases of clinical trials re-
search. Except as provided in paragraph (2), the Center may
support clinical trials only through the end of phase IIB.

(2) EXCEPTION.—The Center may support clinical trial ac-
tivities through the end of phase III for a treatment for a rare
disease or condition (as defined in section 526 of the Federal
Food, Drug, and Cosmetic Act) so long as—

(A) the Center gives public notice for a period of at
least 120 days of the Center’s intention to support the clin-
ical trial activities in phase III;

(B) no public or private organization provides credible
written intent to the Center that the organization has
timely plans to further the clinical trial activities or con-
dugt clinical trials of a similar nature beyond phase IIB;
an

(C) the Center ensures that support of the clinical trial
activities in phase IIT will not increase the Federal Gov-
ernment’s liability beyond the award value of the Center’s
support.

(c) BIENNIAL REPORT.—The Center shall publish a report on a
biennial basis that, with respect to all research supported by the
Center, includes a complete list of—

(1) the molecules being studied,;

(2) clinical trial activities being conducted,;

(3) the methods and tools in development;

(4) ongoing partnerships, including—

(A) the rationale for each partnership;

(B) the status of each partnership;

(C) the funding provided by the Center to other enti-
ties pursuant to each partnership, and
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(D) the activities which have been transferred to in-

dustry pursuant to each partnership;

(5) known research activity of other entities that is or will
expand upon research activity of the Center;

(6) the methods and tools, if any, that have been developed
since the last biennial report was prepared; and

(7) the methods and tools, if any, that have been developed
and are being utilized by the Food and Drug Administration to
support medical product reviews.

(d) INcLusiON OF LisT.—The first biennial report submitted
under this section after the date of enactment of the 21st Century
Cures Act shall include a complete list of all of the methods and
tools, if any, which have been developed by research supported by
the Center.

(e) RULE OF CONSTRUCTION.—Nothing in this section shall be
construed as authorizing the Secretary to disclose any information
that is a trade secret, or other privileged or confidential informa-
tion subject to section 552(b)(4) of title 5, United States Code, or
section 1905 of title 18, United States Code.

SEC. 480. [287a] CURES ACCELERATION NETWORK.

(a) DEFINITIONS.—In this section:

(1) BioLoGICAL PRODUCT.—The term “biological product”
has the meaning given such term in section 351 of the Public
Health Service Act.

(2) DrRUG; DEVICE.—The terms “drug” and “device” have
the meanings given such terms in section 201 of the Federal
Food, Drug, and Cosmetic Act.

(3) HiGH NEED CURE.—The term “high need cure” means
a drug (as that term is defined by section 201(g)(1) of the Fed-
eral Food, Drug, and Cosmetic Act, biological product (as that
term is defined by section 262(i)), or device (as that term is de-
fined by section 201(h) of the Federal Food, Drug, and Cos-
metic Act) that, in the determination of the Director of the
Center—

(A) is a priority to diagnose, mitigate, prevent, or treat
harm from any disease or condition; and

(B) for which the incentives of the commercial market
are unlikely to result in its adequate or timely develop-
ment.

(4) MEDICAL PRODUCT.—The term “medical product” means
a drug, device, biological product, or product that is a combina-
tion of drugs, devices, and biological products.

(b) ESTABLISHMENT OF THE CURES ACCELERATION NETWORK.—
Subject to the appropriation of funds as described in subsection (g),
there is established within the Center a program to be known as
the Cures Acceleration Network (referred to in this section as
“CAN”), which shall—

(1) be under the direction of the Director of the Center,
taking into account the recommendations of a CAN Review
Board (referred to in this section as the “Board”), described in
subsection (d); and

(2) award grants and contracts to eligible entities, as de-
scribed in subsection (e), to accelerate the development of high
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need cures, including through the development of medical
products and behavioral therapies.
(c) FuncTiONS.—The functions of the CAN are to—

(1) conduct and support revolutionary advances in basic re-
search, translating scientific discoveries from bench to bedside;

(2) award grants and contracts to eligible entities to accel-
erate the development of high need cures;

(3) provide the resources necessary for government agen-
cies, independent investigators, research organizations, bio-
technology companies, academic research institutions, and
other entities to develop high need cures;

(4) reduce the barriers between laboratory discoveries and
clinical trials for new therapies; and

(5) facilitate review in the Food and Drug Administration
for the high need cures funded by the CAN, through activities
that may include—

(A) the facilitation of regular and ongoing communica-
tion with the Food and Drug Administration regarding the
status of activities conducted under this section;

(B) ensuring that such activities are coordinated with
the approval requirements of the Food and Drug Adminis-
tration, with the goal of expediting the development and
approval of countermeasures and products; and

(C) connecting interested persons with additional tech-
nical assistance made available under section 565 of the
Federal Food, Drug, and Cosmetic Act.

(d) CAN BOARD.—

(1) EsTABLISHMENT.—There is established a Cures Accel-
eration Network Review Board (referred to in this section as
the “Board”), which shall advise the Director of the Center on
the conduct of the activities of the Cures Acceleration Network.

(2) MEMBERSHIP.—

(A) IN GENERAL.—

(i) APPOINTMENT.—The Board shall be comprised
of 24 members who are appointed by the Secretary
and who serve at the pleasure of the Secretary.

(ii) CHAIRPERSON AND VICE CHAIRPERSON.—The
Secretary shall designate, from among the 24 mem-
bers appointed under clause (i), one Chairperson of the
Board (referred to in this section as the “Chairperson”)
and one Vice Chairperson.

(B) TERMS.—

(1) IN GENERAL.—Each member shall be appointed
to serve a 4-year term, except that any member ap-
pointed to fill a vacancy occurring prior to the expira-
tion of the term for which the member’s predecessor
was appointed shall be appointed for the remainder of
such term.

(i) CONSECUTIVE APPOINTMENTS; MAXIMUM
TERMS.—A member may be appointed to serve not
more than 3 terms on the Board, and may not serve
more than 2 such terms consecutively.

(C) QUALIFICATIONS.—
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(1) IN GENERAL.—The Secretary shall appoint indi-
viduals to the Board based solely upon the individual’s
established record of distinguished service in one of
the areas of expertise described in clause (ii). Each in-
dividual appointed to the Board shall be of distin-
guished achievement and have a broad range of dis-
ciplinary interests.

(i1) EXPERTISE.—The Secretary shall select indi-
viduals based upon the following requirements:

(I) For each of the fields of—

(aa) basic research;

(bb) medicine;

(cc) biopharmaceuticals;

(dd) discovery and delivery of medical
products;

(ee) bioinformatics and gene therapy;

(ff) medical instrumentation; and

(gg) regulatory review and approval of
medical products,

the Secretary shall select at least 1 individual who

is eminent in such fields.

(IT) At least 4 individuals shall be recognized
leaders in professional venture capital or private
equity organizations and have demonstrated expe-
rience in private equity investing.

(ITT) At least 8 individuals shall represent dis-
ease advocacy organizations.

(3) EX-OFFICIO MEMBERS.—

(A) APPOINTMENT.—In addition to the 24 Board mem-
bers described in paragraph (2), the Secretary shall ap-
point as ex-officio members of the Board—

(i) a representative of the National Institutes of
Health, recommended by the Secretary of the Depart-
ment of Health and Human Services;

(ii) a representative of the Office of the Assistant
Secretary of Defense for Health Affairs, recommended
by the Secretary of Defense;

(iii) a representative of the Office of the Under
Secretary for Health for the Veterans Health Adminis-
}:‘ration, recommended by the Secretary of Veterans Af-
airs;

(iv) a representative of the National Science Foun-
dation, recommended by the Chair of the National
Science Board; and

(v) a representative of the Food and Drug Admin-
istration, recommended by the Commissioner of Food
and Drugs.

(B) TERMS.—Each ex-officio member shall serve a 3-
year term on the Board, except that the Chairperson may
adjust the terms of the initial ex-officio members in order
to provide for a staggered term of appointment for all such
members.

(4) RESPONSIBILITIES OF THE BOARD AND THE DIRECTOR OF
THE CENTER.—
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(A) RESPONSIBILITIES OF THE BOARD.—

(1) IN GENERAL.—The Board shall advise, and pro-
vide recommendations to, the Director of the Center
with respect to—

(D) policies, programs, and procedures for car-
rying out the duties of the Director of the Center
under this section; and

(II) significant barriers to successful trans-
lation of basic science into clinical application (in-
cluding issues under the purview of other agencies
and departments).

(i1) REPORT.—In the case that the Board identifies
a significant barrier, as described in clause (i)(II), the
Board shall submit to the Secretary a report regarding
such barrier.

(B) RESPONSIBILITIES OF THE DIRECTOR OF THE CEN-
TER.—With respect to each recommendation provided by
the Board under subparagraph (A)@i), the Director of the
Center shall respond in writing to the Board, indicating
whether such Director will implement such recommenda-
tion. In the case that the Director of the Center indicates
a recommendation of the Board will not be implemented,
such Director shall provide an explanation of the reasons
for not implementing such recommendation.

(5) MEETINGS.—

(A) IN GENERAL.—The Board shall meet 4 times per
calendar year, at the call of the Chairperson.

(B) QUORUM; REQUIREMENTS; LIMITATIONS.—

(1) QUORUM.—A quorum shall consist of a total of
13 members of the Board, excluding ex-officio mem-
bers, with diverse representation as described in
clause (iii).

(ii) CHAIRPERSON OR VICE CHAIRPERSON.—Each
meeting of the Board shall be attended by either the
Chairperson or the Vice Chairperson.

(i1i) DIVERSE REPRESENTATION.—At each meeting
of the Board, there shall be not less than one scientist,
one representative of a disease advocacy organization,
and one representative of a professional venture cap-
ital or private equity organization.

(6) COMPENSATION AND TRAVEL EXPENSES.—

(A) COMPENSATION.—Members shall receive compensa-
tion at a rate to be fixed by the Chairperson but not to ex-
ceed a rate equal to the daily equivalent of the annual rate
of basic pay prescribed for level IV of the Executive Sched-
ule under section 5315 of title 5, United States Code, for
each day (including travel time) during which the member
is engaged in the performance of the duties of the Board.
All members of the Board who are officers or employees of
the United States shall serve without compensation in ad-
dition to that received for their services as officers or em-
ployees of the United States.

(B) TRAVEL EXPENSES.—Members of the Board shall be
allowed travel expenses, including per diem in lieu of sub-
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sistence, at rates authorized for persons employed inter-

mittently by the Federal Government under section

5703(b) of title 5, United States Code, while away from

their homes or regular places of business in the perform-

ance of services for the Board.
(e) GRANT PROGRAM.—

(1) SUPPORTING INNOVATION.—To carry out the purposes
described in this section, the Director of the Center shall
award contracts, grants, or cooperative agreements to the enti-
ties described in paragraph (2), to—

(A) promote innovation in technologies supporting the
advanced research and development and production of
high need cures, including through the development of
medical products and behavioral therapies.

(B) accelerate the development of high need cures, in-
cluding through the development of medical products, be-
havioral therapies, and biomarkers that demonstrate the
safety or effectiveness of medical products; or

(C) help the award recipient establish protocols that
comply with Food and Drug Administration standards and
otherwise permit the recipient to meet regulatory require-
ments at all stages of development, manufacturing, review,
approval, and safety surveillance of a medical product.

(2) ELIGIBLE ENTITIES.—To receive assistance under para-
graph (1), an entity shall—

(A) be a public or private entity, which may include a
private or public research institution, an institution of
higher education, a medical center, a biotechnology com-
pany, a pharmaceutical company, a disease advocacy orga-
nization, a patient advocacy organization, or an academic
research institution;

(B) submit an application containing—

(1) a detailed description of the project for which
the entity seeks such grant or contract;
(i1) a timetable for such project;
(iii) an assurance that the entity will submit—
(I) interim reports describing the entity’s—
(aa) progress in carrying out the project;
and
(bb) compliance with all provisions of this
section and conditions of receipt of such grant
or contract; and
(II) a final report at the conclusion of the
grant period, describing the outcomes of the
project; and
(iv) a description of the protocols the entity will
follow to comply with Food and Drug Administration
standards and regulatory requirements at all stages of
development, manufacturing, review, approval, and
safety surveillance of a medical product; and

(C) provide such additional information as the Director
of the Center may require.

(3) AWARDS.—

(A) THE CURES ACCELERATION PARTNERSHIP AWARDS.—
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(i) INITIAL AWARD AMOUNT.—Each award under
this subparagraph shall be not more than $15,000,000
per project for the first fiscal year for which the
project is funded, which shall be payable in one pay-
ment.

(ii) FUNDING IN SUBSEQUENT FISCAL YEARS.—An
eligible entity receiving an award under clause (i) may
apply for additional funding for such project by sub-
mitting to the Director of the Center the information
required under subparagraphs (B) and (C) of para-
graph (2). The Director may fund a project of such eli-
gible entity in an amount not to exceed $15,000,000
for a fiscal year subsequent to the initial award under
clause (3).

(ii1) MATCHING FUNDS.—As a condition for receiv-
ing an award under this subsection, an eligible entity
shall contribute to the project non-Federal funds in
the amount of $1 for every $3 awarded under clauses
(i) and (ii), except that the Director of the Center may
waive or modify such matching requirement in any
case where the Director determines that the goals and
objectives of this section cannot adequately be carried
out unless such requirement is waived.

(B) THE CURES ACCELERATION GRANT AWARDS.—

(i) INITIAL AWARD AMOUNT.—Each award under
this subparagraph shall be not more than $15,000,000
per project for the first fiscal year for which the
project is funded, which shall be payable in one pay-
ment.

(ii) FUNDING IN SUBSEQUENT FISCAL YEARS.—An
eligible entity receiving an award under clause (i) may
apply for additional funding for such project by sub-
mitting to the Board the information required under
subparagraphs (B) and (C) of paragraph (2). The Di-
rector of the Center may fund a project of such eligible
entity in an amount not to exceed $15,000,000 for a
fiscal year subsequent to the initial award under
clause (i).

(C) THE CURES ACCELERATION FLEXIBLE RESEARCH
AWARDS.—If the Director of the Center determines that the
goals and objectives of this section cannot adequately be
carried out through a contract, grant, or cooperative agree-
ment, the Director of the Center shall have flexible re-
search authority to use other transactions to fund projects
in accordance with the terms and conditions of this sec-
tion. Awards made under such flexible research authority
for a fiscal year shall not exceed 20 percent of the total
funds appropriated under subsection (g)(1) for such fiscal
year.

(4) SUSPENSION OF AWARDS FOR DEFAULTS, NONCOMPLI-
ANCE WITH PROVISIONS AND PLANS, AND DIVERSION OF FUNDS;
REPAYMENT OF FUNDS.—The Director of the Center may sus-
pend the award to any entity upon noncompliance by such en-
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tity with provisions and plans under this section or diversion

of funds.

(5) AuDIiTs.—The Director of the Center may enter into
agreements with other entities to conduct periodic audits of the
projects funded by grants or contracts awarded under this sub-
section.

(6) CLOSEOUT PROCEDURES.—At the end of a grant or con-
tract period, a recipient shall follow the closeout procedures
under section 74.71 of title 45, Code of Federal Regulations (or
any successor regulation).

(7) REVIEW.—A determination by the Director of the Cen-
ter as to whether a drug, device, or biological product is a high
need cure (for purposes of subsection (a)(3)) shall not be subject
to judicial review.

(f) COMPETITIVE BASIS OF AWARDS.—Any grant, cooperative
agreement, or contract awarded under this section shall be award-
ed on a competitive basis.

(g) AUTHORIZATION OF APPROPRIATIONS.—

(1) IN GENERAL.—For purposes of carrying out this section,
there are authorized to be appropriated $500,000,000 for fiscal
year 2010, and such sums as may be necessary for subsequent
fiscal years. Funds appropriated under this section shall be
available until expended.

(2) LIMITATION ON USE OF FUNDS OTHERWISE APPRO-
PRIATED.—No funds appropriated under this Act, other than
funds appropriated under paragraph (1), may be allocated to
the Cures Acceleration Network.

OFFICE OF RARE DISEASES

SEC. 481. [287a—1] (a) ESTABLISHMENT.—There is established
within the Center an office to be known as the Office of Rare Dis-
eases (in this section referred to as the “Office”), which shall be
headed by a Director (in this section referred to as the “Director”),
appointed by the Director of the Center.

(b) DUTIES.—

(1) IN GENERAL.—The Director of the Office shall carry out
the following:

(A) The Director shall recommend an agenda for con-
ducting and supporting research on rare diseases through
the national research institutes and centers. The agenda
shall provide for a broad range of research and education
activities, including scientific workshops and symposia to
identify research opportunities for rare diseases.

(B) The Director shall, with respect to rare diseases,
promote coordination and cooperation among the national
research institutes and centers and entities whose re-
search is supported by such institutes.

(C) The Director, in collaboration with the directors of
the other relevant institutes and centers of the National
Institutes of Health, may enter into cooperative agree-
ments with and make grants for regional centers of excel-
lence on rare diseases in accordance with section 481A.
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(D) The Director shall promote the sufficient allocation
of the resources of the National Institutes of Health for
conducting and supporting research on rare diseases.

(E) The Director shall promote and encourage the es-
tablishment of a centralized clearinghouse for rare and ge-
netic disease information that will provide understandable
information about these diseases to the public, medical
professionals, patients and families.

(2) PRINCIPAL ADVISOR REGARDING ORPHAN DISEASES.—
With respect to rare diseases, the Director shall serve as the
principal advisor to the Director of NIH and shall provide ad-
vice to other relevant agencies. The Director shall provide liai-
son with national and international patient, health and sci-
entific organizations concerned with rare diseases.
(¢) DEFINITION.—For purposes of this section, the term “rare
disease” means any disease or condition that affects less than
200,000 persons in the United States.

RARE DISEASE REGIONAL CENTERS OF EXCELLENCE

SEC. 481A. [287a-2] (a) COOPERATIVE AGREEMENTS AND
GRANTS.—

(1) IN GENERAL.—The Director of the Office of Rare Dis-
eases (in this section referred to as the “Director”), in collabo-
ration with the directors of the other relevant institutes and
centers of the National Institutes of Health, may enter into co-
operative agreements with and make grants to public or pri-
vate nonprofit entities to pay all or part of the cost of planning,
establishing, or strengthening, and providing basic operating
support for regional centers of excellence for clinical research
into, training in, and demonstration of diagnostic, prevention,
control, and treatment methods for rare diseases.

(2) PoOLICIES.—A cooperative agreement or grant under
paragraph (1) shall be entered into in accordance with policies
established by the Director of NTH.

(b) COORDINATION WITH OTHER INSTITUTES.—The Director
shall coordinate the activities under this section with similar activi-
ties conducted by other national research institutes, centers and
agencies of the National Institutes of Health and by the Food and
Drug Administration to the extent that such institutes, centers and
agencies have responsibilities that are related to rare diseases.

(c) USES FOR FEDERAL PAYMENTS UNDER COOPERATIVE AGREE-
MENTS OR GRANTS.—Federal payments made under a cooperative
agreement or grant under subsection (a) may be used for—

(1) staffing, administrative, and other basic operating
costs, including such patient care costs as are required for re-
search;

(2) clinical training, including training for allied health
professionals, continuing education for health professionals and
allied health professions personnel, and information programs
for the public with respect to rare diseases; and

(3) clinical research and demonstration programs.

(d) PERIOD OF SUPPORT; ADDITIONAL PERIODS.—Support of a
center under subsection (a) may be for a period of not to exceed 5
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years. Such period may be extended by the Director for additional
periods of not more than 5 years if the operations of such center
have been reviewed by an appropriate technical and scientific peer
review group established by the Director and if such group has rec-
ommended to the Director that such period should be extended.

SEC. 481B. [287a-3] GENERAL CLINICAL RESEARCH CENTERS.

(a) GRANTS.—The Director of the Center shall award grants for
the establishment of general clinical research centers to provide the
infrastructure for clinical research including clinical research train-
ing and career enhancement. Such centers shall support clinical
studies and career development in all settings of the hospital or
academic medical center involved.

(b) AcTIVITIES.—In carrying out subsection (a), the Director of
National Institutes of Health shall expand the activities of the gen-
eral clinical research centers through the increased use of tele-
communications and telemedicine initiatives.

Subpart 2—dJohn E. Fogarty International Center for Advanced
Study in the Health Sciences

GENERAL PURPOSE

SEC. 482. [287b] The general purpose of the John E. Fogarty
International Center for Advanced Study in the Health Sciences is
to—

(1) facilitate the assembly of scientists and others in the
biomedical, behavioral, and related fields for discussion, study,
and research relating to the development of health science
internationally;

(2) provide research programs, conferences, and seminars
to further international cooperation and collaboration in the
life sciences;

(3) provide postdoctorate fellowships for research training
in the United States and abroad and promote exchanges of
senior scientists between the United States and other coun-
tries;

(4) coordinate the activities of the National Institutes of
Health concerned with the health sciences internationally; and

(5) receive foreign visitors to the National Institutes of
Health.

Subpart 4—Office of Dietary Supplements 49

SEC. 485C. [287c-11] DIETARY SUPPLEMENTS.
(a) ESTABLISHMENT.—The Secretary shall establish an Office of
Dietary Supplements within the National Institutes of Health.
(b) PURPOSE.—The purposes of the Office are—
(1) to explore more fully the potential role of dietary sup-
plements as a significant part of the efforts of the United
States to improve health care; and

49 Subpart 3 of this part was transferred and redesignated as subpart 19 of part C by section
101(c) of Public Law 109-482.
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(2) to promote scientific study of the benefits of dietary
supplements in maintaining health and preventing chronic dis-
ease and other health-related conditions.

(¢) DUTIES.—The Director of the Office of Dietary Supplements
shall—

(1) conduct and coordinate scientific research within the
National Institutes of Health relating to dietary supplements
and the extent to which the use of dietary supplements can
limit or reduce the risk of diseases such as heart disease, can-
cer, birth defects, osteoporosis, cataracts, or prostatism;

(2) collect and compile the results of scientific research re-
lating to dietary supplements, including scientific data from
foreign sources or the Office of Alternative Medicine;

(3) serve as the principal advisor to the Secretary and to
the Assistant Secretary for Health and provide advice to the
Director of the National Institutes of Health, the Director of
the Centers for Disease Control and Prevention, and the Com-
missioner of Food and Drugs on issues relating to dietary sup-
plements including—

(A) dietary intake regulations;
(B) the safety of dietary supplements;
(C) claims characterizing the relationship between—
(i) dietary supplements; and
(i1)(I) prevention of disease or other health-related
conditions; and
(IT) maintenance of health; and
(D) scientific issues arising in connection with the la-
beling and composition of dietary supplements;

(4) compile a database of scientific research on dietary sup-
plements and individual nutrients; and

(5) coordinate funding relating to dietary supplements for
the National Institutes of Health.

(d) DEFINITION.—ASs used in this section, the term “dietary sup-
plement” has the meaning given the term in section 201(ff) of the
Federal Food, Drug, and Cosmetic Act.

Subpart 5—National Center for Complementary and Integrative
Health

SEC. 485D. [287c-21]1 PURPOSE OF CENTER.

(a) IN GENERAL.—The general purposes of the National Center
for Complementary and Integrative Health (in this subpart re-
ferred to as the “Center”) are the conduct and support of basic and
applied research (including both intramural and extramural re-
search), research training, the dissemination of health information,
and other programs with respect to identifying, investigating, and
validating complementary and integrative health, diagnostic and
prevention modalities, disciplines and systems. The Center shall be
headed by a director, who shall be appointed by the Secretary. The
Director of the Center shall report directly to the Director of NIH.

(b) ADViSORY COUNCIL.—The Secretary shall establish an advi-
sory council for the Center in accordance with section 406, except
that at least half of the members of the advisory council who are
not ex officio members shall include practitioners licensed in one or
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more of the major systems with which the Center is concerned, and
at least 3 individuals representing the interests of individual con-
sumers of complementary and integrative health.

(c) In carrying out subsection (a), the Director of the Center
shall, as appropriate, study the integration of new and non-tradi-
tional approaches to health care treatment and consumption, in-
cluding but not limited to non-traditional treatment, diagnostic and
prevention systems, modalities, and disciplines.

(d) APPROPRIATE SCIENTIFIC EXPERTISE AND COORDINATION
WITH INSTITUTES AND FEDERAL AGENCIES.—The Director of the
Center, after consultation with the advisory council for the Center
and the division of research grants, shall ensure that scientists
with appropriate expertise in research on complementary and inte-
grative health are incorporated into the review, oversight, and
management processes of all research projects and other activities
funded by the Center. In carrying out this subsection, the Director
of the Center, as necessary, may establish review groups with ap-
propriate scientific expertise. The Director of the Center shall co-
ordinate efforts with other Institutes and Federal agencies to en-
sure appropriate scientific input and management.

(e) EVALUATION OF VARIOUS DISCIPLINES AND SYSTEMS.—In
carrying out subsection (a), the Director of the Center shall identify
and evaluate complementary and integrative health, diagnostic and
prevention modalities in each of the disciplines and systems with
which the Center is concerned, including each discipline and sys-
tem in which accreditation, national certification, or a State license
is available.

(f) ENSURING HIGH QUALITY, RIGOROUS SCIENTIFIC REVIEW.—
In order to ensure high quality, rigorous scientific review of com-
plementary and alternative, diagnostic and prevention modalities,
disciplines and systems, the Director of the Center shall conduct or
support the following activities:

(1) Outcomes research and investigations.

(2) Epidemiological studies.

(3) Health services research.

(4) Basic science research.

(5) Clinical trials.

(6) Other appropriate research and investigational activi-
ties.

The Director of NIH, in coordination with the Director of the Cen-
ter, shall designate specific personnel in each Institute to serve as
full-time liaisons with the Center in facilitating appropriate coordi-
nation and scientific input.

(g) DATA SYSTEM; INFORMATION CLEARINGHOUSE.—

(1) DATA SYSTEM.—The Director of the Center shall estab-
lish a bibliographic system for the collection, storage, and re-
trieval of worldwide research relating to complementary and
integrative health, diagnostic and prevention modalities, dis-
ciplines and systems. Such a system shall be regularly updated
and publicly accessible.

(2) CLEARINGHOUSE.—The Director of the Center shall es-
tablish an information clearinghouse to facilitate and enhance,
through the effective dissemination of information, knowledge
and understanding of integrative health treatment, diagnostic
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and prevention practices by health professionals, patients, in-

dustry, and the public.

(h) RESEARCH CENTERS.—The Director of the Center, after con-
sultation with the advisory council for the Center, shall provide
support for the development and operation of multipurpose centers
to conduct research and other activities described in subsection (a)
with respect to complementary and integrative health, diagnostic
and prevention modalities, disciplines and systems. The provision
of support for the development and operation of such centers shall
include accredited complementary and integrative health research
and education facilities.

(i) AVAILABILITY OF RESOURCES.—After consultation with the
Director of the Center, the Director of NIH shall ensure that re-
sources of the National Institutes of Health, including laboratory
and clinical facilities, fellowships (including research training fel-
lowship and junior and senior clinical fellowships), and other re-
sources are sufficiently available to enable the Center to appro-
priately and effectively carry out its duties as described in sub-
section (a). The Director of NIH, in coordination with the Director
of the Center, shall designate specific personnel in each Institute
to serve as full-time liaisons with the Center in facilitating appro-
priate coordination and scientific input.

(j) AVAILABILITY OF APPROPRIATIONS.—Amounts appropriated
to carry out this section for fiscal year 1999 are available for obli-
gation through September 30, 2001. Amounts appropriated to carry
out this section for fiscal year 2000 are available for obligation
through September 30, 2001.

PART F—RESEARCH ON WOMEN’S HEALTH

SEC. 486. [287d] OFFICE OF RESEARCH ON WOMEN’S HEALTH.

(a) ESTABLISHMENT.—There is established within the Office of
the Director of NIH an office to be known as the Office of Research
on Women’s Health (in this part referred to as the “Office”). The
Office shall be headed by a director, who shall be appointed by the
Director of NIH and who shall report directly to the Director.

(b) PUuRPOSE.—The Director of the Office shall—

(1) identify projects of research on women’s health that
should be conducted or supported by the national research in-
stitutes;

(2) identify multidisciplinary research relating to research
on women’s health that should be so conducted or supported;

(3) carry out paragraphs (1) and (2) with respect to the
aging process in women, with priority given to menopause;

(4) promote coordination and collaboration among entities
conducting research identified under any of paragraphs (1)
through (3);

(5) encourage the conduct of such research by entities re-
ceiving funds from the national research institutes;

(6) recommend an agenda for conducting and supporting
such research;

(7) promote the sufficient allocation of the resources of the
national research institutes for conducting and supporting such
research;
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(8) assist in the administration of section 492B with re-
spect to the inclusion of women as subjects in clinical research;
and

(9) prepare the report required in section 486B.

(c) COORDINATING COMMITTEE.—

(1) In carrying out subsection (b), the Director of the Office
shall establish a committee to be known as the Coordinating
Committee on Research on Women’s Health (in this subsection
referred to as the “Coordinating Committee”).

(2) The Coordinating Committee shall be composed of the
Directors of the national research institutes (or the senior-level
staff designees of the Directors).

(3) The Director of the Office shall serve as the chair of the
Coordinating Committee.

(4) With respect to research on women’s health, the Co-
ordinating Committee shall assist the Director of the Office
in—

(A) identifying the need for such research, and making
an estimate each fiscal year of the funds needed to ade-
quately support the research;

(B) identifying needs regarding the coordination of re-
search activities, including intramural and extramural
multidisciplinary activities;

(C) supporting the development of methodologies to
determine the circumstances in which obtaining data spe-
cific to women (including data relating to the age of
women and the membership of women in ethnic or racial
groups) is an appropriate function of clinical trials of treat-
ments and therapies;

(D) supporting the development and expansion of clin-
ical trials of treatments and therapies for which obtaining
such data has been determined to be an appropriate func-
tion; and

(E) encouraging the national research institutes to
conduct and support such research, including such clinical
trials.

(d) ADVISORY COMMITTEE.—

(1) In carrying out subsection (b), the Director of the Office
shall establish an advisory committee to be known as the Advi-
sory Committee on Research on Women’s Health (in this sub-
section referred to as the “Advisory Committee”).

(2) The Advisory Committee shall be composed of no fewer
than 12, and not more than 18 individuals, who are not officers
or employees of the Federal Government. The Director of NIH
shall make appointments to the Advisory Committee from
among physicians, practitioners, scientists, and other health
professionals, whose clinical practice, research specialization,
or professional expertise includes a significant focus on re-
search on women’s health. A majority of the members of the
Advisory Committee shall be women.

(3) The Director of the Office shall serve as the chair of the
Advisory Committee.

(4) The Advisory Committee shall—
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(A) advise the Director of the Office on appropriate re-
search activities to be undertaken by the national research
institutes with respect to—

(1) research on women’s health;

(i1) research on gender differences in clinical drug
trials, including responses to pharmacological drugs;

(iii) research on gender differences in disease eti-
ology, course, and treatment;

(iv) research on obstetrical and gynecological
health conditions, diseases, and treatments, including
preventable maternal mortality and severe maternal
morbidity; and

(v) research on women’s health conditions which
require a multidisciplinary approach;

(B) report to the Director of the Office on such re-
search;

(C) provide recommendations to such Director regard-
ing activities of the Office (including recommendations on
the development of the methodologies described in sub-
section (c)(4)(C) and recommendations on priorities in car-
rying out research described in subparagraph (A)); and

(D) assist in monitoring compliance with section 492B
regarding the inclusion of women in clinical research.
(5)(A) The Advisory Committee shall prepare a biennial re-

port describing the activities of the Committee, including find-

ings made by the Committee regarding—

(i) compliance with section 492B;

(i) the extent of expenditures made for research on
women’s health by the agencies of the National Institutes
of Health; and

(iii) the level of funding needed for such research.

(B) The report required in subparagraph (A) shall be sub-
mitted to the Director of NIH for inclusion in the report re-
quired in section 403.

(e) REPRESENTATION OF WOMEN AMONG RESEARCHERS.—The
Secretary, acting through the Assistant Secretary for Personnel
and in collaboration with the Director of the Office, shall determine
the extent to which women are represented among senior physi-
cians and scientists of the national research institutes and among
physicians and scientists conducting research with funds provided
by such institutes, and as appropriate, carry out activities to in-
crease the extent of such representation.

(f) DEFINITIONS.—For purposes of this part:

(1) The term “women’s health conditions”, with respect to
women of all age, ethnic, and racial groups, means all diseases,
disorders, and conditions (including with respect to mental
health)—

(A) unique to, more serious, or more prevalent in
women,;

(B) for which the factors of medical risk or types of
medical intervention are different for women, or for which
it is unknown whether such factors or types are different
for women; or
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(C) with respect to which there has been insufficient
clinical research involving women as subjects or insuffi-
cient clinical data on women.

(2) The term “research on women’s health” means research
on women’s health conditions, including research on preventing
such conditions.

SEC. 486A. [287d-1]1 NATIONAL DATA SYSTEM AND CLEARINGHOUSE
ON RESEARCH ON WOMEN’S HEALTH.

(a) DATA SYSTEM.—

(1) The Director of NIH, in consultation with the Director
of the Office and the Director of the National Library of Medi-
cine, shall establish a data system for the collection, storage,
analysis, retrieval, and dissemination of information regarding
research on women’s health that is conducted or supported by
the national research institutes. Information from the data sys-
tem shall be available through information systems available
to health care professionals and providers, researchers, and
members of the public.

(2) The data system established under paragraph (1) shall
include a registry of clinical trials of experimental treatments
that have been developed for research on women’s health. Such
registry shall include information on subject eligibility criteria,
sex, age, ethnicity or race, and the location of the trial site or
sites. Principal investigators of such clinical trials shall provide
this information to the registry within 30 days after it is avail-
able. Once a trial has been completed, the principal investi-
gator shall provide the registry with information pertaining to
the results, including potential toxicities or adverse effects as-
sociated with the experimental treatment or treatments evalu-
ated.

(b) CLEARINGHOUSE.—The Director of NIH, in consultation
with the Director of the Office and with the National Library of
Medicine, shall establish, maintain, and operate a program to pro-
vide information on research and prevention activities of the na-
tional research institutes that relate to research on women’s
health.

SEC. 486B. [287d-2] BIENNIAL REPORT.

(a) IN GENERAL.—With respect to research on women’s health,
the Director of the Office shall, not later than February 1, 1994,
and biennially thereafter, prepare a report—

(1) describing and evaluating the progress made during
the preceding 2 fiscal years in research and treatment con-
ducted or supported by the National Institutes of Health;

(2) describing and analyzing the professional status of
women physicians and scientists of such Institutes, including
the identification of problems and barriers regarding advance-
ments;

(3) summarizing and analyzing expenditures made by the
agencies of such Institutes (and by such Office) during the pre-
ceding 2 fiscal years; and

(4) making such recommendations for legislative and ad-
ministrative initiatives as the Director of the Office determines
to be appropriate.
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(b) INCLUSION IN BIENNIAL REPORT OF DIRECTOR OF NIH.—The
Director of the Office shall submit each report prepared under sub-
section (a) to the Director of NIH for inclusion in the report sub-
mitted to the President and the Congress under section 403.

PART G—AWARDS AND TRAINING

RUTH L. KIRSCHSTEIN NATIONAL RESEARCH SERVICE AWARDS 50

SEC. 487. [288] (a)(1) The Secretary shall—

(A) provide Ruth L. Kirschstein National Research Service
Awards>1 for—

(i) biomedical and behavioral research at the National
Institutes of Health in matters relating to the cause, diag-
nosis, prevention, and treatment of the diseases or other
health problems to which the activities of the National In-
stitutes of Health and Administration 52 are directed;

(i) training at the National Institutes of Health and
at the Administration52 of individuals to undertake such
research;

(iii) biomedical and behavioral research and health
services research (including research in primary medical
care) at public and nonprofit private entities; and

(iv) pre-doctoral and post-doctoral training at public
and private institutions of individuals to undertake bio-
medical and behavioral research;

(B) make grants to public and nonprofit private institu-
tions to enable such institutions to make Ruth L. Kirschstein
National Research Service Awards for research (and training
to undertake biomedical and behavioral research) in the mat-
ters described in subparagraph (A)(i) to individuals selected by
such institutions; and

(C) provide contracts for scholarships and loan repayments
in accordance with sections 487D and 487E, subject to pro-
viding not more than an aggregate 50 such contracts during
the fiscal years 1994 through 1996.

A reference in this subsection to the National Institutes of Health
shall be considered to include the institutes, agencies, divisions,
and bureaus included in the National Institutes of Health or under
the Administration, 52 as the case may be.

(2) Ruth L. Kirschstein National Research Service Awards may
not be used to support residency training of physicians and other
health professionals.

(3) In awarding Ruth L. Kirschstein National Research Service
Awards under this section, the Secretary shall take account of the
Nation’s overall need for biomedical research personnel by giving
special consideration to physicians who agree to undertake a min-
imum of two years of biomedical research.

50 The typeface is so in law. See section 804(b) of Public Law 107-206 (116 Stat. 874).

51 Section 804(c) of Public Law 107—206 (116 Stat. 874) provides as follows:

“(c) Any reference in any law (other than this Act), regulation, document, record, map, or
other paper of the United States to ‘National Research Service Awards’ shall be considered to
be a reference to ‘Ruth L. Kirschstein National Research Service Awards’”.

5250 in law. Section 163(b)(4)(B) of Public Law 102-321 (106 Stat. 376) struck a reference
in paragraph (1) to the former Alcohol, Drug Abuse, and Mental Health Administration, but
failed to conform related references.
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(4) The Secretary shall carry out paragraph (1) in a manner
that will result in the recruitment of women, and individuals from
disadvantaged backgrounds (including racial and ethnic minori-
ties), into fields of biomedical or behavioral research and in the
provision of research training to women and such individuals.

(b)(1) No Ruth L. Kirschstein National Research Service Award
may be made by the Secretary to any individual unless—

(A) the individual has submitted to the Secretary an appli-
cation therefor and the Secretary has approved the application;

(B) the individual provides, in such form and manner as
the Secretary shall by regulation prescribe, assurances satis-
factory to the Secretary that the individual will meet the serv-
ice requirement of subsection (c); and

(C) in the case of a Ruth L. Kirschstein National Research

Service Award for a purpose described in subsection

(a)(1)(A)(ii), the individual has been sponsored (in such man-

ner as the Secretary may by regulation require) by the institu-

tion at which the research or training under the award will be
conducted.
An application for an award shall be in such form, submitted in
such manner, and contain such information, as the Secretary may
by regulation prescribe.

(2) The making of grants under subsection (a)(1)(B) for Ruth
L. Kirschstein National Research Service Awards shall be subject
to review and approval by the appropriate advisory councils within
the Department of Health and Human Services (A) whose activities
relate to the research or training under the awards, or (B) for the
entity at which such research or training will be conducted.

(3) No grant may be made under subsection (a)(1)(B) unless an
application therefor has been submitted to and approved by the
Secretary. Such application shall be in such form, submitted in
such manner, and contain such information, as the Secretary may
by regulation prescribe. Subject to the provisions of this section
(other than paragraph (1)), Ruth L. Kirschstein National Research
Service Awards made under a grant under subsection (a)(1)(B)
shall be made in accordance with such regulations as the Secretary
shall prescribe.

(4) The period of any Ruth L. Kirschstein National Research
Service Award made to any individual under subsection (a) may
not exceed—

(A) five years in the aggregate for pre-doctoral training;
and
(B) three years in the aggregate for post-doctoral training;
unless the Secretary for good cause shown waives the application
of such limit to such individual.

(5) Ruth L. Kirschstein National Research Service Awards
shall provide for such stipends, tuition, fees, and allowances (in-
cluding travel and subsistence expenses and dependency allow-
ances), adjusted periodically to reflect increases in the cost of liv-
ing, for the recipients of the awards as the Secretary may deem
necessary. A Ruth L. Kirschstein National Research Service Award
made to an individual for research or research training at a non-
Federal public or nonprofit private institution shall also provide for
payments to be made to the institution for the cost of support serv-
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ices (including the cost of faculty salaries, supplies, equipment,
general research support, and related items) provided such indi-
vidual by such institution. The amount of any such payments to
any institution shall be determined by the Secretary and shall bear
a direct relationship to the reasonable costs of the institution for
establishing and maintaining the quality of its biomedical and be-
havioral research and training programs.

(c)(1) Each individual who is awarded a Ruth L. Kirschstein
National Research Service Award for postdoctoral research training
shall, in accordance with paragraph (3), engage in research train-
ing, research, or teaching that is health-related (or any combina-
tion thereof) for the period specified in paragraph (2). Such period
shall be served in accordance with the usual patterns of scientific
employment.

(2)(A) The period referred to in paragraph (1) is 12 months, or
one month for each month for which the individual involved re-
ceives a Ruth L. Kirschstein National Research Service Award for
postdoctoral research training, whichever is less.

(B) With respect to postdoctoral research training, in any case
in which an individual receives a Ruth L. Kirschstein National Re-
search Service Award for more than 12 months, the 13th month
and each subsequent month of performing activities under the
Award shall be considered to be activities engaged in toward satis-
faction of the requirement established in paragraph (1) regarding
a period of service.

(3) The requirement of paragraph (1) shall be complied with by
any individual to whom it applies within such reasonable period of
time, after the completion of such individual’s award, as the Sec-
retary shall by regulation prescribe. The Secretary shall by regula-
tion prescribe the type of research and teaching in which an indi-
vidual may engage to comply with such requirement and such
other requirements respecting research and teaching as the Sec-
retary considers appropriate.

(4)(A) If any individual to whom the requirement of paragraph
(1) is applicable fails, within the period prescribed by paragraph
(3), to comply with such requirements, the United States shall be
entitled to recover from such individual an amount determined in
accordance with the formula—

t—s
A= (

)
t

in which “A” is the amount the United States is entitled to recover;
“@” is the sum of the total amount paid under one or more Ruth
L. Kirschstein National Research Service Awards to such indi-
vidual; “t” is the total number of months in such individual’s serv-
ice obligation; and “s” is the number of months of such obligation
served by such individual in accordance with paragraphs (1) and
(2) of this subsection.

(B) Any amount which the United States is entitled to recover
under subparagraph (A) shall, within the three-year period begin-
ning on the date the United States becomes entitled to recover such
amount, be paid to the United States. Until any amount due the
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United States under subparagraph (A) on account of any Ruth L.
Kirschstein National Research Service Award is paid, there shall
accrue to the United States interest on such amount at a rate fixed
by the Secretary of the Treasury after taking into consideration
private consumer rates of interest prevailing on the date the
United States becomes entitled to such amount.

(5)(A) Any obligation of an individual under paragraph (1)
shall be canceled upon the death of such individual.

(B) The Secretary shall by regulation provide for the waiver or
suspension of any such obligation applicable to any individual
whenever compliance by such individual is impossible or would in-
volve substantial hardship to such individual or would be against
equity and good conscience.

INTRAMURAL LOAN REPAYMENT PROGRAM 53

SEC. 487A. [288-1] (a) IN GENERAL.—The Director of the Na-
tional Institutes of Health shall, as appropriate and based on work-
force and scientific priorities, carry out a program through the sub-
categories listed in subsection (b)(1) (or modified subcategories as
provided for in subsection (b)(2)) of entering into agreements with
appropriately qualified health professionals under which such
health professionals agree to conduct research, as employees of the
National Institutes of Health, in consideration of the Federal Gov-
ernment agreeing to repay, for each year of such service, not more
than $50,000 of the principal and interest of the educational loans
of such health professionals.

(b) SUBCATEGORIES OF RESEARCH.—

(1) IN GENERAL.—In carrying out the program under sub-
section (a), the Director of the National Institutes of Health—
(A) shall continue to focus on—
(i) general research;
(i1) research on acquired immune deficiency syn-
drome; and
(iii) clinical research conducted by appropriately
qualified health professional who are from disadvan-
taged backgrounds; and
(B) may focus on an area of emerging scientific or
workforce need.
(2) ELIMINATION OR ESTABLISHMENT OF SUBCATEGORIES.—

The Director of the National Institutes of Health may elimi-

nate one or more subcategories provided for in paragraph (1)

due to changes in workforce or scientific needs related to bio-

medical research. The Director may establish other sub-
category areas based on workforce and scientific priorities if
the total number of subcategories does not exceed the number

of subcategories listed in paragraph (1).

(c) LIMITATION.—The Director of the National Institutes of
Health may not enter into a contract with a health professional
pursuant to subsection (a) unless such professional has a substan-

53The font/style of the section heading shown above conforms with the style of the original
section heading for section 487A in all small caps centered heading. See typeface for the amend-
ment made by section 2022(a)(1) of Public Law 114-255.
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tial amount of education loans relative to income (as determined
pursuant to guidelines issued by the Director).

(d) APPLICABILITY OF CERTAIN PROVISIONS.—With respect to
the National Health Service Corps Loan Repayment Program es-
tablished in subpart III of part D of title III, the provisions of such
subpart shall, except as inconsistent with subsection (a) of this sec-
tion, apply to the program established in such subsection (a) in the
same manner and to the same extent as such provisions apply to
the National Health Service Corps Loan Repayment Program es-
tablished in such subpart.

(e) AVAILABILITY OF APPROPRIATIONS.—Amounts available for
carrying out this section shall remain available until the expiration
of the second fiscal year beginning after the fiscal year for which
such amounts are made available.

EXTRAMURAL LOAN REPAYMENT PROGRAM 54

SEC. 487B. [288-2] (a) IN GENERAL.—The Director of the Na-
tional Institutes of Health shall, as appropriate and based on work-
force and scientific priorities, carry out a program through the sub-
categories listed in subsection (b)(1) (or modified subcategories as
provided for in subsection (b)(2)), of entering into contracts with
qualified health professionals under which such health profes-
sionals agree to conduct research in consideration of the Federal
Government agreeing to repay, for each year of such research, not
more than $50,000 of the principal and interest of the educational
loans of such health professionals.

(b) SUBCATEGORIES OF RESEARCH.—

(1) IN GENERAL.—In carrying out the program under sub-
section (a), the Director of the National Institutes of Health—
(A) shall continue to focus on—
(i) contraception or infertility research;
(i1) pediatric research, including pediatric pharma-
cological research;
(ii1) minority health disparities research;
(iv) clinical research; and
(v) clinical research conducted by appropriately
qualified health professional who are from disadvan-
taged backgrounds; and
(B) may focus on an area of emerging scientific or
workforce need.
(2) ELIMINATION OR ESTABLISHMENT OF SUBCATEGORIES.—

The Director of the National Institutes of Health may elimi-

nate one or more subcategories provided for in paragraph (1)

due to changes in workforce or scientific needs related to bio-

medical research. The Director may establish other sub-
category areas based on workforce and scientific priorities if
the total number of subcategories does not exceed the number

of subcategories listed in paragraph (1).

(c) LiMITATION.—The Director of the National Institutes of
Health may not enter into a contract with a health professional

54The font/style of the section heading shown above conforms with the style of the original
section heading for section 487B in all small caps centered heading. See typeface for the amend-
ment made by section 2022(b)(1) of Public Law 114-255.

June 23, 2022 As Amended Through P.L. 117-104, Enacted March 18, 2022



G:\COMP\PHSA\PUBLIC HEALTH SERVICE ACT-TITLE IVNATIONAL R... XML

Sec. 487D PUBLIC HEALTH SERVICE ACT 198

pursuant to subsection (a) unless such professional has a substan-
tial amount of education loans relative to income (as determined
pursuant to guidelines issued by the Director).

(d) APPLICABILITY OF CERTAIN PROVISIONS REGARDING OBLI-
GATED SERVICE.—The provisions of sections 338B, 338C, and 338E
shall, except as inconsistent with subsection (a) of this section,
apply to the program established in subsection (a) to the same ex-
tent and in the same manner as such provisions apply to the Na-
tional Health Service Corps Loan Repayment Program established
in subpart III of part D of title III.

(e) AVAILABILITY OF APPROPRIATIONS.—Amounts available for
carrying out this section shall remain available until the expiration
of the second fiscal year beginning after the fiscal year for which
the amounts were made available.

[Section 487C was repealed by section 2022(c)(2) of Public Law
114-255.]

UNDERGRADUATE SCHOLARSHIP PROGRAM REGARDING PROFESSIONS
NEEDED BY NATIONAL RESEARCH INSTITUTES

SEC. 487D. [288—4] (a) ESTABLISHMENT OF PROGRAM.—

(1) IN GENERAL.—Subject to section 487(a)(1)(C), the Sec-

retary, acting through the Director of NIH, may carry out a

program of entering into contracts with individuals described

in paragraph (2) under which—

(A) the Director of NIH agrees to provide to the indi-
viduals scholarships for pursuing, as undergraduates at
accredited institutions of higher education, academic pro-
grams appropriate for careers in professions needed by the
National Institutes of Health; and

(B) the individuals agree to serve as employees of the
National Institutes of Health, for the period described in
subsection (c), in positions that are needed by the National
Institutes of Health and for which the individuals are
qualified.

(2) INDIVIDUALS FROM DISADVANTAGED BACKGROUNDS.—

T}}lle individuals referred to in paragraph (1) are individuals

who—

(A) are enrolled or accepted for enrollment as full-time
undergraduates at accredited institutions of higher edu-
cation; and

(B) are from disadvantaged backgrounds.

(b) FACILITATION OF INTEREST OF STUDENTS IN CAREERS AT NA-
TIONAL INSTITUTES OF HEALTH.—In providing employment to indi-
viduals pursuant to contracts under subsection (a)(1), the Director
of NIH shall carry out activities to facilitate the interest of the in-
dividuals in pursuing careers as employees of the National Insti-
tutes of Health.

(¢) PERIOD OF OBLIGATED SERVICE.—

(1) DURATION OF SERVICE.—For purposes of subparagraph

(B) of subsection (a)(1), the period of service for which an indi-

vidual is obligated to serve as an employee of the National In-

stitutes of Health is, subject to paragraph (2)(A), 12 months for
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each academic year for which the scholarship under such sub-
section is provided.

(2) SCHEDULE FOR SERVICE.—

(A) Subject to subparagraph (B), the Director of NIH
may not provide a scholarship under subsection (a) unless
the individual applying for the scholarship agrees that—

(1) the individual will serve as an employee of the

National Institutes of Health full-time for not less

than 10 consecutive weeks of each year during which

the individual is attending the educational institution
involved and receiving such a scholarship;
(i1) the period of service as such an employee that

the individual is obligated to provide under clause (i)

is in addition to the period of service as such an em-

ployee that the individual is obligated to provide
under subsection (a)(1)(B); and

(iii) not later than 60 days after obtaining the
educational degree involved, the individual will begin
serving full-time as such an employee in satisfaction of
the period of service that the individual is obligated to

provide under subsection (a)(1)(B).

(B) The Director of NIH may defer the obligation of an
individual to provide a period of service under subsection
(a)(1)(B), if the Director determines that such a deferral is
appropriate.

(3) APPLICABILITY OF CERTAIN PROVISIONS RELATING TO AP-
POINTMENT AND COMPENSATION.—For any period in which an
individual provides service as an employee of the National In-
stitutes of Health in satisfaction of the obligation of the indi-
vidual under subsection (a)(1)(B) or paragraph (2)(A)(i), the in-
dividual may be appointed as such an employee without regard
to the provisions of title 5, United States Code, relating to ap-
pointment and compensation.

(d) PROVISIONS REGARDING SCHOLARSHIP.—

(1) APPROVAL OF ACADEMIC PROGRAM.—The Director of
NIH may not provide a scholarship under subsection (a) for an
academic year unless—

(A) the individual applying for the scholarship has
submitted to the Director a proposed academic program for
the year and the Director has approved the program; and

(B) the individual agrees that the program will not be
altered without the approval of the Director.

(2) AcaDEMIC STANDING.—The Director of NIH may not
provide a scholarship under subsection (a) for an academic
year unless the individual applying for the scholarship agrees
to maintain an acceptable level of academic standing, as deter-
mined by the educational institution involved in accordance
with regulations issued by the Secretary.

(3) LIMITATION ON AMOUNT.—The Director of NIH may not
provide a scholarship under subsection (a) for an academic
year in an amount exceeding $20,000.

(4) AUTHORIZED USES.—A scholarship provided under sub-
section (a) may be expended only for tuition expenses, other
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reasonable educational expenses, and reasonable living ex-

penses incurred in attending the school involved.

(5) CONTRACT REGARDING DIRECT PAYMENTS TO INSTITU-
TION.—In the case of an institution of higher education with
respect to which a scholarship under subsection (a) is provided,
the Director of NIH may enter into a contract with the institu-
tion under which the amounts provided in the scholarship for
tuition and other educational expenses are paid directly to the
institution.

(e) PENALTIES FOR BREACH OF SCHOLARSHIP CONTRACT.—The
provisions of section 338E shall apply to the program established
in subsection (a) to the same extent and in the same manner as
such provisions apply to the National Health Service Corps Loan
Repayment Program established in section 338B.

(f) REQUIREMENT OF APPLICATION.—The Director of NIH may
not provide a scholarship under subsection (a) unless an applica-
tion for the scholarship is submitted to the Director and the appli-
cation is in such form, is made in such manner, and contains such
agreements, assurances, and information as the Director deter-
mines to be necessary to carry out this section.

(g) AVAILABILITY OF AUTHORIZATION OF APPROPRIATIONS.—
Amounts appropriated for a fiscal year for scholarships under this
section shall remain available until the expiration of the second fis-
cal year beginning after the fiscal year for which the amounts were
appropriated.

VISITING SCIENTIST AWARDS

SEC. 488. [288a] (a) The Secretary may make awards (here-
after in this section referred to as “Visiting Scientist Awards”) to
outstanding scientists who agree to serve as visiting scientists at
institutions of postsecondary education which have significant en-
rollments of disadvantaged students. Visiting Scientist Awards
shall be made by the Secretary to enable the faculty and students
of such institutions to draw upon the special talents of scientists
from other institutions for the purpose of receiving guidance, ad-
vice, and instruction with regard to research, teaching, and cur-
riculum development in the biomedical and behavioral sciences and
such other aspects of these sciences as the Secretary shall deem ap-
propriate.

(b) The amount of each Visiting Scientist Award shall include
such sum as shall be commensurate with the salary or remunera-
tion which the individual receiving the award would have been en-
titled to receive from the institution with which the individual has,
or had, a permanent or immediately prior affiliation. Eligibility for
and terms of Visiting Scientist Awards shall be determined in ac-
cordance with regulations the Secretary shall prescribe.

STUDIES RESPECTING BIOMEDICAL AND BEHAVIORAL RESEARCH
PERSONNEL

SEC. 489. [288b] (a) The Secretary shall, in accordance with
subsection (b), arrange for the conduct of a continuing study to—
(1) establish (A) the Nation’s overall need for biomedical
and behavioral research personnel, (B) the subject areas in
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which such personnel are needed and the number of such per-

sonnel needed in each such area, and (C) the kinds and extent

of training which should be provided such personnel;

(2) assess (A) current training programs available for the
training of biomedical and behavioral research personnel which
are conducted under this Act, at or through national research
institutes under the National Institutes of Health, and (B)
other current training programs available for the training of
such personnel;

(3) identify the kinds of research positions available to and
held by individuals completing such programs;

(4) determine, to the extent feasible, whether the programs
referred to in clause (B) of paragraph (2) would be adequate to
meet the needs established under paragraph (1) if the pro-
grams referred to in clause (A) of paragraph (2) were termi-
nated; and

(5) determine what modifications in the programs referred
to in paragraph (2) are required to meet the needs established
under paragraph (1).

(b)(1) The Secretary shall request the National Academy of
Sciences to conduct the study required by subsection (a) under an
arrangement under which the actual expenses incurred by such
Academy in conducting such study will be paid by the Secretary.
If the National Academy of Sciences is willing to do so, the Sec-
retary shall enter into such an arrangement with such Academy for
the conduct of such study.

(2) If the National Academy of Sciences is unwilling to conduct
such study under such an arrangement, then the Secretary shall
enter into a similar arrangement with other appropriate nonprofit
private groups or associations under which such groups or associa-
tions will conduct such study and prepare and submit the reports
thereon as provided in subsection (c).

(3) The National Academy of Sciences or other group or asso-
ciation conducting the study required by subsection (a) shall con-
duct such study in consultation with the Director of NIH.

(c) A report on the results of the study required under sub-
section (a) shall be submitted by the Secretary to the Committee
on Energy and Commerce of the House of Representatives and the
Committee on Labor and Human Resources of the Senate at least
once every four years.

PART H—GENERAL PROVISIONS

INSTITUTIONAL REVIEW BOARDS; ETHICS GUIDANCE PROGRAM

SEC. 491. [289] (a) The Secretary shall by regulation require
that each entity which applies for a grant, contract, or cooperative
agreement under this Act for any project or program which in-
volves the conduct of biomedical or behavioral research involving
human subjects submit in or with its application for such grant,
contract, or cooperative agreement assurances satisfactory to the
Secretary that it has established (in accordance with regulations
which the Secretary shall prescribe) a board (to be known as an
“Institutional Review Board”) to review biomedical and behavioral
research involving human subjects conducted at or supported by
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such entity in order to protect the rights of the human subjects of
such research.

(b)(1) The Secretary shall establish a program within the De-
partment of Health and Human Services under which requests for
clarification and guidance with respect to ethical issues raised in
connection with biomedical or behavioral research involving human
subjects are responded to promptly and appropriately.

(2) The Secretary shall establish a process for the prompt and
appropriate response to information provided to the Director of
NIH respecting incidences of violations of the rights of human sub-
jects of research for which funds have been made available under
this Act. The process shall include procedures for the receiving of
reports of such information from recipients of funds under this Act
and taking appropriate action with respect to such violations.

PEER REVIEW REQUIREMENTS

SEC. 492. [289a] (a)(1) The Secretary, acting through the Di-
rector of NIH, shall by regulation require appropriate technical and
scientific peer review of—

(A) applications made for grants and cooperative agree-
ments under this Act for biomedical and behavioral research;
and

(B) applications made for biomedical and behavioral re-
search and development contracts to be administered through
the National Institutes of Health.

(2) Regulations promulgated under paragraph (1) shall require
that the review of applications made for grants, contracts, and co-
operative agreements required by the regulations be conducted—

(A) to the extent practical, in a manner consistent with the
system for technical and scientific peer review applicable on
the date of the date of enactment of the Health Research Ex-
tension Act of 1985 to grants under this Act for biomedical and
behavioral research, and

(B) to the extent practical, by technical and scientific peer
review groups performing such review on or before such date,

and shall authorize such review to be conducted by groups ap-
pointed under sections 402(b)(16) and 405(c)(3).

(b) The Director of NIH shall establish procedures for periodic
technical and scientific peer review of research at the National In-
stitutes of Health. Such procedures shall require that—

(1) the reviewing entity be provided a written description
of the research to be reviewed, and

(2) the reviewing entity provide the advisory council of the
national research institute involved with such description and
the results of the review by the entity,

and shall authorize such review to be conducted by groups ap-
pointed under sections 402(b)(6) and 405(c)(3).

(c)(1) In technical and scientific peer review under this section
of proposals for clinical research, the consideration of any such pro-
posal (including the initial consideration) shall, except as provided
in paragraph (2), include an evaluation of the technical and sci-
entific merit of the proposal regarding compliance with section
492B.
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(2) Paragraph (1) shall not apply to any proposal for clinical re-
search that, pursuant to subsection (b) of section 492B, is not sub-
ject to the requirement of subsection (a) of such section regarding
the inclusion of women and members of minority groups as subjects
in clinical research.

CERTAIN PROVISIONS REGARDING REVIEW AND APPROVAL OF
PROPOSALS FOR RESEARCH

SEC. 492A. [289a-1] (a) REVIEW AS PRECONDITION TO RE-
SEARCH.—

(1) PROTECTION OF HUMAN RESEARCH SUBJECTS.—

(A) In the case of any application submitted to the
Secretary for financial assistance to conduct research, the
Secretary may not approve or fund any application that is
subject to review under section 491(a) by an Institutional
Review Board unless the application has undergone review
in accordance with such section and has been rec-
ommended for approval by a majority of the members of
the Board conducting such review.

(B) In the case of research that is subject to review
under procedures established by the Secretary for the pro-
tection of human subjects in clinical research conducted by
the National Institutes of Health, the Secretary may not
authorize the conduct of the research unless the research
has, pursuant to such procedures, been recommended for
approval.

(2) PEER REVIEW.—In the case of any proposal for the Na-
tional Institutes of Health to conduct or support research, the
Secretary may not approve or fund any proposal that is subject
to technical and scientific peer review under section 492 unless
the proposal has undergone such review in accordance with
such section and has been recommended for approval by a ma-
jority of the members of the entity conducting such review, and
unless a majority of the voting members of the appropriate ad-
visory council under section 406, or as applicable, of the advi-
sory council under section 402(k), has recommended the pro-
posal for approval.

(b) ETHICAL REVIEW OF RESEARCH.—

(1) PROCEDURES REGARDING WITHHOLDING OF FUNDS.—If
research has been recommended for approval for purposes of
subsection (a), the Secretary may not withhold funds for the
research because of ethical considerations unless—

(A) the Secretary convenes an advisory board in ac-
corélance with paragraph (5) to study such considerations;
an

(B)(i) the majority of the advisory board recommends
that, because of such considerations, the Secretary with-
hold funds for the research; or

(i1) the majority of such board recommends that the
Secretary not withhold funds for the research because of
such considerations, but the Secretary finds, on the basis
of the report submitted under paragraph (5)(B)(ii), that the
recommendation is arbitrary and capricious.
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(2) RULES OF CONSTRUCTION.—Paragraph (1) may not be
construed as prohibiting the Secretary from withholding funds
for research on the basis of—

(A) the inadequacy of the qualifications of the entities
that would be involved with the conduct of the research
(including the entity that would directly receive the funds
from the Secretary), subject to the condition that, with re-
spect to the process of review through which the research
was recommended for approval for purposes of subsection
(a), all findings regarding such qualifications made in such
process are conclusive; or

(B) the priorities established by the Secretary for the
allocation of funds among projects of research that have
been so recommended.

(3) APPLICABILITY.—The limitation established in para-
graph (1) regarding the authority to withhold funds because of
ethical considerations shall apply without regard to whether
the withholding of funds on such basis is characterized as a
disapproval, a moratorium, a prohibition, or other characteriza-
tion.

(4) PRELIMINARY MATTERS REGARDING USE OF PROCE-
DURES.—

(A) If the Secretary makes a determination that an ad-
visory board should be convened for purposes of paragraph
(1), the Secretary shall, through a statement published in
the Federal Register, announce the intention of the Sec-
retary to convene such a board.

(B) A statement issued under subparagraph (A) shall
include a request that interested individuals submit to the
Secretary recommendations specifying the particular indi-
viduals who should be appointed to the advisory board in-
volved. The Secretary shall consider such recommenda-
tions in making appointments to the board.

(C) The Secretary may not make appointments to an
advisory board under paragraph (1) until the expiration of
the 30-day period beginning on the date on which the
statement required in subparagraph (A) is made with re-
spect to the board.

(5) ETHICS ADVISORY BOARDS.—

(A) Any advisory board convened for purposes of para-
graph (1) shall be known as an ethics advisory board (in
this paragraph referred to as an “ethics board”).

(B)3) An ethics board shall advise, consult with, and
make recommendations to the Secretary regarding the eth-
ics of the project of biomedical or behavioral research with
respect to which the board has been convened.

(i1) Not later than 180 days after the date on which
the statement required in paragraph (4)(A) is made with
respect to an ethics board, the board shall submit to the
Secretary, and to the Committee on Energy and Commerce
of the House of Representatives and the Committee on
Labor and Human Resources of the Senate, a report de-
scribing the findings of the board regarding the project of
research involved and making a recommendation under
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clause (i) of whether the Secretary should or should not
withhold funds for the project. The report shall include the
information considered in making the findings.

(C) An ethics board shall be composed of no fewer than
14, and no more than 20, individuals who are not officers
or employees of the United States. The Secretary shall
make appointments to the board from among individuals
with special qualifications and competence to provide ad-
vice and recommendations regarding ethical matters in
biomedical and behavioral research. Of the members of the
board—

(1) no fewer than 1 shall be an attorney;

(i1) no fewer than 1 shall be an ethicist;

(iii) no fewer than 1 shall be a practicing physi-
cian;

(iv) no fewer than 1 shall be a theologian; and

(v) no fewer than one-third, and no more than
one-half, shall be scientists with substantial accom-
plishments in biomedical or behavioral research.

(D) The term of service as a member of an ethics
board shall be for the life of the board. If such a member
does not serve the full term of such service, the individual
appointed to fill the resulting vacancy shall be appointed
for the remainder of the term of the predecessor of the in-
dividual.

(E) A member of an ethics board shall be subject to re-
moval from the board by the Secretary for neglect of duty
or malfeasance or for other good cause shown.

(F) The Secretary shall designate an individual from
among the members of an ethics board to serve as the
chair of the board.

(G) In carrying out subparagraph (B)(i) with respect to
a project of research, an ethics board shall conduct inquir-
ies and hold public hearings.

(H) In carrying out subparagraph (B)(i) with respect to
a project of research, an ethics board shall have access to
all relevant information possessed by the Department of
Health and Human Services, or available to the Secretary
from other agencies.

(I) Members of an ethics board shall receive compensa-
tion for each day engaged in carrying out the duties of the
board, including time engaged in traveling for purposes of
such duties. Such compensation may not be provided in an
amount in excess of the maximum rate of basic pay pay-
able for GS—18 of the General Schedule.

(J) The Secretary, acting through the Director of the
National Institutes of Health, shall provide to each ethics
board reasonable staff and assistance to carry out the du-
ties of the board.

(K) An ethics board shall terminate 30 days after the
date on which the report required in subparagraph (B)(ii)
is submitted to the Secretary and the congressional com-
mittees specified in such subparagraph.
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(6) DEFINITION.—For purposes of this subsection, the term
“ethical considerations” means considerations as to whether
the nature of the research involved is such that it is unethical
to conduct or support the research.

INCLUSION OF WOMEN AND MINORITIES IN CLINICAL RESEARCH

SEC. 492B. [289a—-2] (a) REQUIREMENT OF INCLUSION.—

(1) IN GENERAL.—In conducting or supporting clinical re-
search for purposes of this title, the Director of NIH shall, sub-
ject to subsection (b), ensure that—

(A) women are included as subjects in each project of
such research; and

(B) members of minority groups are included as sub-
jects in such research.

(2) OUTREACH REGARDING PARTICIPATION AS SUBJECTS.—
The Director of NIH, in consultation with the Director of the
Office of Research on Women’s Health and the Director of the
Office of Research on Minority Health, shall conduct or support
outreach programs for the recruitment of women and members
of minority groups as subjects in projects of clinical research.

(3) STRATEGIC PLANNING.—

(A) IN GENERAL.—The directors of the national insti-
tutes and national centers shall consult at least once annu-
ally with the Director of the National Institute on Minority
Health and Health Disparities and the Director of the Of-
fice of Research on Women’s Health regarding objectives of
the national institutes and national centers to ensure that
future activities by such institutes and centers take into
account women and minorities and are focused on reducing
health disparities.

(B) STRATEGIC PLANS.—Any strategic plan issued by a
national institute or national center shall include details
on the objectives described in subparagraph (A).

(b) INAPPLICABILITY OF REQUIREMENT.—The requirement estab-
lished in subsection (a) regarding women and members of minority
groups shall not apply to a project of clinical research if the inclu-
sion, as subjects in the project, of women and members of minority
groups, respectively—

(1) is inappropriate with respect to the health of the sub-
jects;

(2) is inappropriate with respect to the purpose of the re-
search; or

(3) is inappropriate under such other circumstances as the
Director of NIH may designate.

(c) DESIGN OF CLINICAL TRIALS.—

(1) IN GENERAL.—In the case of any clinical trial in which
women or members of minority groups will under subsection
(a) be included as subjects, the Director of NIH shall ensure
that the trial is designed and carried out in a manner suffi-
cient to provide for a valid analysis of whether the variables
being studied in the trial affect women or members of minority
groups, as the case may be, differently than other subjects in
the trial.
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(2) REPORTING REQUIREMENTS.—For any new and com-
peting project of clinical research subject to the requirements
under this section that receives a grant award 1 year after the
date of enactment of the 21st Century Cures Act, or any date
thereafter, for which a valid analysis is provided under para-
graph (1)—

(A) and which is an applicable clinical trial as defined
in section 402(j), the entity conducting such clinical re-
search shall submit the results of such valid analysis to
the clinical trial registry data bank expanded under sec-
tion 402(j)(3), and the Director of the National Institutes
of Health shall, as appropriate, consider whether such en-
tity has complied with the reporting requirement described
in this subparagraph in awarding any future grant to such
entity, including pursuant to section 402(G)(5)(A)(ii) when
applicable; and

(B) the Director of the National Institutes of Health
shall encourage the reporting of the results of such valid
analysis described in paragraph (1) through any additional
means determined appropriate by the Director.

(d) GUIDELINES.—

(1) IN GENERAL.—Subject to paragraph (2), the Director of
NIH, in consultation with the Director of the Office of Research
on Women’s Health and the Director of the Office of Research
on Minority Health, shall establish guidelines regarding the re-
quirements of this section. The guidelines shall include guide-
lines regarding—

(A) the circumstances under which the inclusion of
women and minorities as subjects in projects of clinical re-
search is inappropriate for purposes of subsection (b);

(B) the manner in which clinical trials are required to
be designed and carried out for purposes of subsection (c);
and

(C) the operation of outreach programs under sub-
section (a).

(2) CERTAIN PROVISIONS.—With respect to the cir-
cumstances under which the inclusion of women or members of
minority groups (as the case may be) as subjects in a project
of clinical research is inappropriate for purposes of subsection
(b), the following applies to guidelines under paragraph (1):

(A)({) In the case of a clinical trial, the guidelines shall
provide that the costs of such inclusion in the trial is not
a permissible consideration in determining whether such
inclusion is inappropriate.

(i1) In the case of other projects of clinical research,
the guidelines shall provide that the costs of such inclusion
in the project is not a permissible consideration in deter-
mining whether such inclusion is inappropriate unless the
data regarding women or members of minority groups, re-
spectively, that would be obtained in such project (in the
event that such inclusion were required) have been or are
being obtained through other means that provide data of
comparable quality.
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(B) In the case of a clinical trial, the guidelines may
provide that such inclusion in the trial is not required if
there is substantial scientific data demonstrating that
there is no significant difference between—

(i) the effects that the variables to be studied in
the trial have on women or members of minority
groups, respectively; and

(ii) the effects that the variables have on the indi-
viduals who would serve as subjects in the trial in the
event that such inclusion were not required.

(e) DATE CERTAIN FOR GUIDELINES; APPLICABILITY.—

(1) DATE CERTAIN.—The guidelines required in subsection
(d) shall be established and published in the Federal Register
not later than 180 days after the date of the enactment of the
National Institutes of Health Revitalization Act of 1993.

(2) APPLICABILITY.—For fiscal year 1995 and subsequent
fiscal years, the Director of NIH may not approve any proposal
of clinical research to be conducted or supported by any agency
of the National Institutes of Health unless the proposal speci-
fies the manner in which the research will comply with this
section.

(f) REPORTS BY ADVISORY COUNCILS.—

(1) IN GENERAL.—The advisory council of each national re-
search institute shall prepare triennial reports describing the
manner in which the institute has complied with this section.
Each such report shall be submitted to the Director of the in-
stitute involved for inclusion in the triennial report under sec-
tion 403.

(2) CONTENTS.—Each triennial report prepared by an advi-
sory council of each national research institute as described in
paragraph (1) shall include each of the following:

(A) The number of women included as subjects, and
the proportion of subjects that are women, in any project
of clinical research conducted during the applicable report-
ing period, disaggregated by categories of research area,
condition, or disease, and accounting for single-sex studies.

(B) The number of members of minority groups in-
cluded as subjects, and the proportion of subjects that are
members of minority groups, in any project of clinical re-
search conducted during the applicable reporting period,
disaggregated by categories of research area, condition, or
disease and accounting for single-race and single-ethnicity
studies.

(C) For the applicable reporting period, the number of
projects of clinical research that include women and mem-
bers of minority groups and that—

(i) have been completed during such reporting pe-
riod; and

(i1) are being carried out during such reporting pe-
riod and have not been completed.

(D) The number of studies completed during the appli-
cable reporting period for which reporting has been sub-
mitted in accordance with subsection (c)(2)(A).

(g) DEFINITIONS.—For purposes of this section:
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(1) The term “project of clinical research” includes a clin-
ical trial.

(2) The term “minority group” includes subpopulations of
minority groups. The Director of NIH shall, through the guide-
lines established under subsection (d), define the terms “minor-
ity group” and “subpopulation” for purposes of the preceding
sentence.

OFFICE OF RESEARCH INTEGRITY

SEC. 493. [289b] (a) IN GENERAL.—

(1) ESTABLISHMENT OF OFFICE.—Not later than 90 days
after the date of enactment of this section, the Secretary shall
establish an office to be known as the Office of Research Integ-
rity (referred to in this section as the “Office”), which shall be
established as an independent entity in the Department of
Health and Human Services.

(2) APPOINTMENT OF DIRECTOR.—The Office shall be head-
ed by a Director, who shall be appointed by the Secretary, be
experienced and specially trained in the conduct of research,
and have experience in the conduct of investigations of re-
search misconduct. The Secretary shall carry out this section
acting through the Director of the Office. The Director shall re-
port to the Secretary.

(3) DEFINITIONS.—

(A) The Secretary shall by regulation establish a defi-
nition for the term “research misconduct” for purposes of
this section.

(B) For purposes of this section, the term “financial as-
sistance” means a grant, contract, or cooperative agree-
ment.

(b) EXISTENCE OF ADMINISTRATIVE PROCESSES AS CONDITION OF
FUNDING FOR RESEARCH.—The Secretary shall by regulation re-
quire that each entity that applies for financial assistance under
this Act for any project or program that involves the conduct of bio-
medical or behavioral research submit in or with its application for
such assistance—

(1) assurances satisfactory to the Secretary that such enti-
ty has established and has in effect (in accordance with regula-
tions which the Secretary shall prescribe) an administrative
process to review reports of research misconduct in connection
with biomedical and behavioral research conducted at or spon-
sored by such entity;

(2) an agreement that the entity will report to the Director
any investigation of alleged research misconduct in connection
with projects for which funds have been made available under
this Act that appears substantial; and

(3) an agreement that the entity will comply with regula-
tions issued under this section.

(c) PROCESS FOR RESPONSE OF DIRECTOR.—The Secretary shall
by regulation establish a process to be followed by the Director for
the prompt and appropriate—
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(1) response to information provided to the Director re-
specting research misconduct in connection with projects for
which funds have been made available under this Act;

(2) receipt of reports by the Director of such information
from recipients of funds under this Act;

(3) conduct of investigations, when appropriate; and

(4) taking of other actions, including appropriate remedies,
with respect to such misconduct.

(d) MONITORING BY DIRECTOR.—The Secretary shall by regula-
tion establish procedures for the Director to monitor administrative
processes and investigations that have been established or carried
out under this section.

(e) PROTECTION OF WHISTLEBLOWERS.—

(1) IN GENERAL.—In the case of any entity required to es-
tablish administrative processes under subsection (b), the Sec-
retary shall by regulation establish standards for preventing,
and for responding to the occurrence of retaliation by such en-
tity, its officials or agents, against an employee in the terms
and conditions of employment in response to the employee hav-
ing in good faith—

(A) made an allegation that the entity, its officials or
agents, has engaged in or failed to adequately respond to
an allegation of research misconduct; or

(B) cooperated with an investigation of such an allega-
tion.

(2) MONITORING BY SECRETARY.—The Secretary shall by
regulation establish procedures for the Director to monitor the
implementation of the standards established by an entity
under paragraph (1) for the purpose of determining whether
the procedures have been established, and are being utilized,
in accordance with the standards established under such para-
graph.

(3) NONCOMPLIANCE.—The Secretary shall by regulation
establish remedies for noncompliance by an entity, its officials
or agents, which has engaged in retaliation in violation of the
standards established under paragraph (1). Such remedies may
include termination of funding provided by the Secretary for
such project or recovery of funding being provided by the Sec-
retary for such project, or other actions as appropriate.

PROTECTION AGAINST FINANCIAL CONFLICTS OF INTEREST IN CERTAIN
PROJECTS OF RESEARCH

SEC. 493A. [289b-1] (a) ISSUANCE OF REGULATIONS.—The Sec-
retary shall by regulation define the specific circumstances that
constitute the existence of a financial interest in a project on the
part of an entity or individual that will, or may be reasonably ex-
pected to, create a bias in favor of obtaining results in such project
that are consistent with such financial interest. Such definition
shall apply uniformly to each entity or individual conducting a re-
search project under this Act. In the case of any entity or indi-
vidual receiving assistance from the Secretary for a project of re-
search described in subsection (b), the Secretary shall by regulation
establish standards for responding to, including managing, reduc-
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ing, or eliminating, the existence of such a financial interest. The
entity may adopt individualized procedures for implementing the
standards.

(b) RELEVANT PROJECTS.—A project of research referred to in
subsection (a) is a project of clinical research whose purpose is to
evaluate the safety or effectiveness of a drug, medical device, or
treatment and for which such entity is receiving assistance from
the Secretary.

(c) IDENTIFYING AND REPORTING TO SECRETARY.—The Secretary
shall by regulation require that each entity described in subsection
(a) that applies for assistance under this Act for any project de-
scribed in subsection (b) submit in or with its application for such
assistance—

(1) assurances satisfactory to the Secretary that such enti-
ty has established and has in effect an administrative process
under subsection (a) to identify financial interests (as defined
under subsection (a)) that exist regarding the project; and

(2) an agreement that the entity will report to the Sec-
retary such interests identified by the entity and how any such
interests identified by the entity will be managed or eliminated
in order that the project in question will be protected from bias
that may stem from such interests; and

(3) an agreement that the entity will comply with regula-
tions issued under this section.

(d) MONITORING OF PROCESS.—The Secretary shall monitor the
establishment and conduct of the administrative process estab-
lished by an entity pursuant to subsection (a).

(e) RESPONSE.—In any case in which the Secretary determines
that an entity has failed to comply with subsection (c) regarding a
project of research described in subsection (b), the Secretary—

(1) shall require that, as a condition of receiving assist-
ance, the entity disclose the existence of a financial interest (as
defined under subsection (a)) in each public presentation of the
results of such project; and

(2) may take such other actions as the Secretary deter-
mines to be appropriate.

(f) DEFINITIONS.—For purposes of this section:

(1) The term “financial interest” includes the receipt of
consulting fees or honoraria and the ownership of stock or eq-
uity.

(2) The term “assistance”, with respect to conducting a
project of research, means a grant, contract, or cooperative
agreement.

RESEARCH ON PUBLIC HEALTH EMERGENCIES

SEC. 494. [289c] If the Secretary determines, after consulta-
tion with the Director of NIH, the Commissioner of the Food and
Drug Administration, or the Director of the Centers for Disease
Control and Prevention, that a disease or disorder constitutes a
prlic health emergency, the Secretary, acting through the Director
of NTH—
(1) shall expedite the review by advisory councils under
section 406 and by peer review groups under section 492 of ap-
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plications for grants for research on such disease or disorder
or proposals for contracts for such research;

(2) shall exercise the authority in section 3709 of the Re-
vised Statutes (41 U.S.C. 5) respecting public exigencies to
waive the advertising requirements of such section in the case
of proposals for contracts for such research;

(3) may provide administrative supplemental increases in
existing grants and contracts to support new research relevant
to such disease or disorder; and

(4) shall disseminate, to health professionals and the pub-
lic, information on the cause, prevention, and treatment of
such disease or disorder that has been developed in research
assisted under this section.

The amount of an increase in a grant or contract provided under
paragraph (3) may not exceed one-half the original amount of the
grant or contract.

COLLABORATIVE USE OF CERTAIN HEALTH SERVICES RESEARCH FUNDS

SEC. 494A. [289c—-1] The Secretary shall ensure that amounts
made available under subparts 14, 15 and 16 of part C for health
services research relating to alcohol abuse and alcoholism, drug
abuse and mental health be used collaboratively, as appropriate,
and in consultation with the Agency for Health Care Policy Re-
search.

ANIMALS IN RESEARCH

SEC. 495. [289d] (a) The Secretary, acting through the Direc-

tor of NIH, shall establish guidelines for the following:
(1) The proper care of animals to be used in biomedical
and behavioral research.
(2) The proper treatment of animals while being used in
such research. Guidelines under this paragraph shall require—
(A) the appropriate use of tranquilizers, analgesics,
anesthetics, paralytics, and euthanasia for animals in such
research; and
(B) appropriate pre-surgical and post-surgical veteri-
nary medical and nursing care for animals in such re-
search.

Such guidelines shall not be construed to prescribe methods of

research.

(3) The organization and operation of animal care commit-

tees in accordance with subsection (b).

(b)(1) Guidelines of the Secretary under subsection (a)(3) shall
require animal care committees at each entity which conducts bio-
medical and behavioral research with funds provided under this
Act (including the National Institutes of Health and the national
research institutes) to assure compliance with the guidelines estab-
lished under subsection (a).

(2) Each animal care committee shall be appointed by the chief
executive officer of the entity for which the committee is estab-
lished, shall be composed of not fewer than three members, and
shall include at least one individual who has no association with
such entity and at least one doctor of veterinary medicine.
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(3) Each animal care committee of a research entity shall—

(A) review the care and treatment of animals in all animal
study areas and facilities of the research entity at least semi-
annually to evaluate compliance with applicable guidelines es-
tablished under subsection (a) for appropriate animal care and
treatment;

(B) keep appropriate records of reviews conducted under
subparagraph (A); and

(C) for each review conducted under subparagraph (A), file
with the Director of NIH at least annually (i) a certification
that the review has been conducted, and (ii) reports of any vio-
lations of guidelines established under subsection (a) or assur-
ances required under paragraph (1) which were observed in
such review and which have continued after notice by the com-
mittee to the research entity involved of the violations.

Reports filed under subparagraph (C) shall include any minority
views filed by members of the committee.

(c) The Director of NIH shall require each applicant for a
grant, contract, or cooperative agreement involving research on ani-
mals which is administered by the National Institutes of Health or
any national research institute to include in its application or con-
tract proposal, submitted after the expiration of the twelve-month
period beginning on the date of enactment of this section—

(1) assurances satisfactory to the Director of NIH that—

(A) the applicant meets the requirements of the guide-
lines established under paragraphs (1) and (2) of sub-
section (a) and has an animal care committee which meets
the requirements of subsection (b); and

(B) scientists, animal technicians, and other personnel
involved with animal care, treatment, and use by the ap-
plicant have available to them instruction or training in
the humane practice of animal maintenance and experi-
mentation, and the concept, availability, and use of re-
search or testing methods that limit the use of animals or
limit animal distress; and

(2) a statement of the reasons for the use of animals in the
research to be conducted with funds provided under such grant
or contract.

Notwithstanding subsection (a)(2) of section 553 of title 5, United
States Code, regulations under this subsection shall be promul-
gated in accordance with the notice and comment requirements of
such section.

(d) If the Director of NIH determines that—

(1) the conditions of animal care, treatment, or use in an
entity which is receiving a grant, contract, or cooperative
agreement involving research on animals under this title do
not meet applicable guidelines established under subsection
(a);

(2) the entity has been notified by the Director of NIH of
such determination and has been given a reasonable oppor-
tunity to take corrective action; and

(3) no action has been taken by the entity to correct such
conditions;
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the Director of NIH shall suspend or revoke such grant or contract
under such conditions as the Director determines appropriate.

(e) No guideline or regulation promulgated under subsection
(a) or (¢) may require a research entity to disclose publicly trade
secrets or commercial or financial information which is privileged
or confidential.

USE OF APPROPRIATIONS UNDER THIS TITLE

SEC. 496. [289¢] (a) Appropriations to carry out the purposes
of this title, unless otherwise expressly provided, may be expended
in the District of Columbia for—

(1) personal services;

(2) stenographic recording and translating services;

(3) travel expenses (including the expenses of attendance
at meetings when specifically authorized by the Secretary);

(4) rental;

(5) supplies and equipment;

(6) purchase and exchange of medical books, books of ref-
erence, directories, periodicals, newspapers, and press clip-
pings;

(7) purchase, operation, and maintenance of passenger
motor vehicles;

(8) printing and binding (in addition to that otherwise pro-
vided by law); and

(9) all other necessary expenses in carrying out this title.

Such appropriations may be expended by contract if deemed nec-
%sssaléy, v)vithout regard to section 3709 of the Revised Statutes (41
S.C. 5).

(b)(1) None of the amounts appropriated under this Act for the
purposes of this title may be obligated for the construction of facili-
ties (including the acquisition of land) unless a provision of this
title establishes express authority for such purpose and unless the
Act making appropriations under such provision specifies that the
amounts appropriated are available for such purpose.

(2) Any grants, cooperative agreements, or contracts authorized
in this title for the construction of facilities may be awarded only
on a competitive basis.

GIFTS

SEC. 497. [289f] The Secretary may, in accordance with sec-
tion 231, accept conditional gifts for the National Institutes of
Health or a national research institute or for the acquisition of
grounds or for the erection, equipment, or maintenance of facilities
for the National Institutes of Health or a national research insti-
tute. Donations of $50,000 or over for the National Institutes of
Health or a national research institute for carrying out the pur-
poses of this title may be acknowledged by the establishment with-
in the National Institutes of Health or a national research institute
of suitable memorials to the donors.

FETAL RESEARCH

SEC. 498. [289¢g] (a) The Secretary may not conduct or support
any research or experimentation, in the United States or in any
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other country, on a nonviable living human fetus ex utero or a liv-
ing human fetus ex utero for whom viability has not been
ascertained unless the research or experimentation—

(1) may enhance the well-being or meet the health needs
of the fetus or enhance the probability of its survival to viabil-
ity; or

(2) will pose no added risk of suffering, injury, or death to
the fetus and the purpose of the research or experimentation
is the development of important biomedical knowledge which
cannot be obtained by other means.

(b) In administering the regulations for the protection of
human research subjects which—

(1) apply to research conducted or supported by the Sec-
retary;

(2) involve living human fetuses in utero; and

(3) are published in section 46.208 of part 46 of title 45 of
the Code of Federal Regulations;

or any successor to such regulations, the Secretary shall require
that the risk standard (published in section 46.102(g) of such part
46 or any successor to such regulations) be the same for fetuses
which are intended to be aborted and fetuses which are intended
to be carried to term.

RESEARCH ON TRANSPLANTATION OF FETAL TISSUE

SEC. 498A. [289g-11 (a) ESTABLISHMENT OF PROGRAM.—

(1) IN GENERAL.—The Secretary may conduct or support
research on the transplantation of human fetal tissue for
therapeutic purposes.

(2) SOURCE OF TISSUE.—Human fetal tissue may be used
in research carried out under paragraph (1) regardless of
whether the tissue is obtained pursuant to a spontaneous or
induced abortion or pursuant to a stillbirth.

(b) INFORMED CONSENT OF DONOR.—

(1) IN GENERAL.—In research carried out under subsection
(a), human fetal tissue may be used only if the woman pro-
viding the tissue makes a statement, made in writing and
signed by the woman, declaring that—

(A) the woman donates the fetal tissue for use in re-
search described in subsection (a);

(B) the donation is made without any restriction re-
garding the identity of individuals who may be the recipi-
ents of transplantations of the tissue; and

(C) the woman has not been informed of the identity
of any such individuals.

(2) ADDITIONAL STATEMENT.—In research carried out under
subsection (a), human fetal tissue may be used only if the at-
tending physician with respect to obtaining the tissue from the
woman involved makes a statement, made in writing and
signed by the physician, declaring that—

(A) in the case of tissue obtained pursuant to an in-
duced abortion—
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(i) the consent of the woman for the abortion was
obtained prior to requesting or obtaining consent for a
donation of the tissue for use in such research;

(i1) no alteration of the timing, method, or proce-
dures used to terminate the pregnancy was made sole-
ly for the purposes of obtaining the tissue; and

(iii) the abortion was performed in accordance
with applicable State law;

(B) the tissue has been donated by the woman in ac-
cordance with paragraph (1); and

(C) full disclosure has been provided to the woman
with regard to—

(i) such physician’s interest, if any, in the research
to be conducted with the tissue; and

(ii) any known medical risks to the woman or
risks to her privacy that might be associated with the
donation of the tissue and that are in addition to risks
of such type that are associated with the woman’s
medical care.

(¢) INFORMED CONSENT OF RESEARCHER AND DONEE.—In re-
search carried out under subsection (a), human fetal tissue may be
used only if the individual with the principal responsibility for con-
ducting the research involved makes a statement, made in writing
and signed by the individual, declaring that the individual—

(1) is aware that—

(A) the tissue is human fetal tissue;

(B) the tissue may have been obtained pursuant to a
spontaneous or induced abortion or pursuant to a still-
birth; and

(C) the tissue was donated for research purposes;

(2) has provided such information to other individuals with
responsibilities regarding the research,;

(3) will require, prior to obtaining the consent of an indi-
vidual to be a recipient of a transplantation of the tissue, writ-
ten acknowledgment of receipt of such information by such re-
cipient; and

(4) has had no part in any decisions as to the timing,
method, or procedures used to terminate the pregnancy made
solely for the purposes of the research.

(d) AVAILABILITY OF STATEMENTS FOR AUDIT.—

(1) IN GENERAL.—In research carried out under subsection
(a), human fetal tissue may be used only if the head of the
agency or other entity conducting the research involved cer-
tifies to the Secretary that the statements required under sub-
sections (b)(2) and (c¢) will be available for audit by the Sec-
retary.

(2) CONFIDENTIALITY OF AUDIT.—Any audit conducted by
the Secretary pursuant to paragraph (1) shall be conducted in
a confidential manner to protect the privacy rights of the indi-
viduals and entities involved in such research, including such
individuals and entities involved in the donation, transfer, re-
ceipt, or transplantation of human fetal tissue. With respect to
any material or information obtained pursuant to such audit,
the Secretary shall—
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(A) use such material or information only for the pur-
poses of verifying compliance with the requirements of this
section;

(B) not disclose or publish such material or informa-
tion, except where required by Federal law, in which case
such material or information shall be coded in a manner
such that the identities of such individuals and entities are
protected; and

(C) not maintain such material or information after
completion of such audit, except where necessary for the
purposes of such audit.

(e) APPLICABILITY OF STATE AND LOCAL LAW.—

(1) RESEARCH CONDUCTED BY RECIPIENTS OF ASSISTANCE.—
The Secretary may not provide support for research under sub-
section (a) unless the applicant for the financial assistance in-
volved agrees to conduct the research in accordance with appli-
cable State law.

(2) RESEARCH CONDUCTED BY SECRETARY.—The Secretary
may conduct research under subsection (a) only in accordance
with applicable State and local law.

(f) REPORT.—The Secretary shall annually submit to the Com-
mittee on Energy and Commerce of the House of Representatives,
and to the Committee on Labor and Human Resources of the Sen-
ate, a report describing the activities carried out under this section
during the preceding fiscal year, including a description of whether
and to what extent research under subsection (a) has been con-
ducted in accordance with this section.

(g) DEFINITION.—For purposes of this section, the term “human
fetal tissue” means tissue or cells obtained from a dead human em-
bryo or fetus after a spontaneous or induced abortion, or after a
stillbirth.

PROHIBITIONS REGARDING HUMAN FETAL TISSUE

SEC. 498B. [289g-2] (a) PURCHASE OF TiSSUE.—It shall be un-
lawful for any person to knowingly acquire, receive, or otherwise
transfer any human fetal tissue for valuable consideration if the
transfer affects interstate commerce.

(b) SOLICITATION OR ACCEPTANCE OF TISSUE AS DIRECTED Do-
NATION FOR USE IN TRANSPLANTATION.—It shall be unlawful for
any person to solicit or knowingly acquire, receive, or accept a do-
nation of human fetal tissue for the purpose of transplantation of
such tissue into another person if the donation affects interstate
commerce, the tissue will be or is obtained pursuant to an induced
abortion, and—

(1) the donation will be or is made pursuant to a promise
to the donating individual that the donated tissue will be
transplanted into a recipient specified by such individual,

(2) the donated tissue will be transplanted into a relative
of the donating individual; or

(3) the person who solicits or knowingly acquires, receives,
or accepts the donation has provided valuable consideration for
the costs associated with such abortion.
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(c) SOLICITATION OR ACCEPTANCE OF TISSUE FroOM FETUSES
GESTATED FOR RESEARCH PURPOSES.—It shall be unlawful for any
person or entity involved or engaged in interstate commerce to—

(1) solicit or knowingly acquire, receive, or accept a dona-
tion of human fetal tissue knowing that a human pregnancy
was deliberately initiated to provide such tissue; or

(2) knowingly acquire, receive, or accept tissue or cells ob-
tained from a human embryo or fetus that was gestated in the
uterus of a nonhuman animal.

(d) CRIMINAL PENALTIES FOR VIOLATIONS.—

(1) IN GENERAL.—Any person who violates subsection (a),
(b), or (¢) shall be fined in accordance with title 18, United
States Code, subject to paragraph (2), or imprisoned for not
more than 10 years, or both.

(2) PENALTIES APPLICABLE TO PERSONS RECEIVING CONSID-
ERATION.—With respect to the imposition of a fine under para-
graph (1), if the person involved violates subsection (a) or
(b)(3), a fine shall be imposed in an amount not less than twice
the amount of the valuable consideration received.

(e) DEFINITIONS.—For purposes of this section:

(1) The term “human fetal tissue” has the meaning given
such term in section 498A(g).

(2) The term “interstate commerce” has the meaning given
such term in section 201(b) of the Federal Food, Drug, and
Cosmetic Act.

(3) The term “valuable consideration” does not include rea-
sonable payments associated with the transportation, implan-
tation, processing, preservation, quality control, or storage of
human fetal tissue.

SEC. 498C. [289g-3]1 BREAST IMPLANT RESEARCH.

(a) IN GENERAL.—The Director of NIH may conduct or support
research to examine the long-term health implications of silicone
breast implants, both gel and saline filled. Such research studies
may include the following:

(1) Developing and examining techniques to measure con-
centrations of silicone in body fluids and tissues.

(2) Surveillance of recipients of silicone breast implants,
including long-term outcomes and local complications.

(b) DEFINITION.—For purposes of this section, the term “breast
implant” means a breast prosthesis that is implanted to augment
or reconstruct the female breast.

SEC. 498D. [289g-4] SUPPORT FOR EMERGENCY MEDICINE RESEARCH.

(a) EMERGENCY MEDICAL RESEARCH.—The Secretary shall sup-
port Federal programs administered by the National Institutes of
Health, the Agency for Healthcare Research and Quality, the
Health Resources and Services Administration, the Centers for Dis-
ease Control and Prevention, and other agencies involved in im-
proving the emergency care system to expand and accelerate re-
search in emergency medical care systems and emergency medi-
cine, including—

(1) the basic science of emergency medicine;
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(2) the model of service delivery and the components of
such models that contribute to enhanced patient health out-
comes;

(3) the translation of basic scientific research into im-
proved practice; and

(4) the development of timely and efficient delivery of
health services.

(b) PEDIATRIC EMERGENCY MEDICAL RESEARCH.—The Secretary
shall support Federal programs administered by the National Insti-
tutes of Health, the Agency for Healthcare Research and Quality,
the Health Resources and Services Administration, the Centers for
Disease Control and Prevention, and other agencies to coordinate
and expand research in pediatric emergency medical care systems
and pediatric emergency medicine, including—

(1) an examination of the gaps and opportunities in pedi-
atric emergency care research and a strategy for the optimal
organization and funding of such research;

(2) the role of pediatric emergency services as an inte-
grated component of the overall health system,;

(3) system-wide pediatric emergency care planning, pre-
paredness, coordination, and funding;

(4) pediatric training in professional education; and

(5) research in pediatric emergency care, specifically on the
efficacy, safety, and health outcomes of medications used for
infants, children, and adolescents in emergency care settings in
order to improve patient safety.

(c) ImPACT RESEARCH.—The Secretary shall support research to
determine the estimated economic impact of, and savings that re-
sult from, the implementation of coordinated emergency care sys-
tems.

(d) AUTHORIZATION OF APPROPRIATIONS.—There are authorized
to be appropriated to carry out this section such sums as may be
necessary for each of fiscal years 2010 through 2014.

SEC. 498E. [289g-5]1 PRECISION MEDICINE INITIATIVE.

(a) IN GENERAL.—The Secretary is encouraged to establish and
carry out an initiative, to be known as the “Precision Medicine Ini-
tiative” (in this section referred to as the “Initiative”), to augment
efforts to address disease prevention, diagnosis, and treatment.

(b) CoMPONENTS.—The Initiative described under subsection
(a) may include—

(1) developing a network of scientists to assist in carrying
out the purposes of the Initiative;

(2) developing new approaches for addressing scientific,
medical, public health, and regulatory science issues;

(3) applying genomic technologies, such as whole genomic
sequencing, to provide data on the molecular basis of disease;

(4) collecting information voluntarily provided by a diverse
cohort of individuals that can be used to better understand
health and disease; and

(5) other activities to advance the goals of the Initiative,
as the Secretary determines appropriate.

(c) AUTHORITY OF THE SECRETARY.—In carrying out this sec-
tion, the Secretary may—

June 23, 2022 As Amended Through P.L. 117-104, Enacted March 18, 2022



G:\COMP\PHSA\PUBLIC HEALTH SERVICE ACT-TITLE IVNATIONAL R... XML

Sec. 499 PUBLIC HEALTH SERVICE ACT 220

(1) coordinate with the Secretary of Energy, private indus-
try, and others, as the Secretary determines appropriate, to
identify and address the advanced supercomputing and other
advanced technology needs for the Initiative;

(2) develop and utilize public-private partnerships; and

(3) leverage existing data sources.

(d) REQUIREMENTS.—In the implementation of the Initiative
under subsection (a), the Secretary shall—

(1) ensure the collaboration of the National Institutes of
Health, the Food and Drug Administration, the Office of the
National Coordinator for Health Information Technology, and
the Office for Civil Rights of the Department of Health and
Human Services;

(2) comply with existing laws and regulations for the pro-
tection of human subjects involved in research, including the
protection of participant privacy;

(3) implement policies and mechanisms for appropriate se-
cure data sharing across systems that include protections for
privacy and security of data;

(4) consider the diversity of the cohort to ensure inclusion
of a broad range of participants, including consideration of bio-
logical, social, and other determinants of health that contribute
to health disparities;

(5) ensure that only authorized individuals may access
controlled or sensitive, identifiable biological material and as-
sociated information collected or stored in connection with the
Initiative; and

(6) on the appropriate Internet website of the Department
of Health and Human Services, identify any entities with ac-
cess to such information and provide information with respect
to the purpose of such access, a summary of the research
project for which such access is granted, as applicable, and a
description of the biological material and associated informa-
tion to which the entity has access.

(e) REPORT.—Not later than 1 year after the date of enactment
of the 21st Century Cures Act, the Secretary shall submit a report
on the relevant data access policies and procedures to the Com-
mittee on Health, Education, Labor, and Pensions of the Senate
and the Committee on Energy and Commerce of the House of Rep-
resentatives. Such report shall include steps the Secretary has
taken to consult with experts or other heads of departments or
agencies of the Federal Government in the development of such
policies.

PART I—-FOUNDATION FOR THE NATIONAL
INSTITUTES OF HEALTH

SEC. 499. [290b] ESTABLISHMENT AND DUTIES OF FOUNDATION.
(a) IN GENERAL.—The Secretary shall, acting through the Di-
rector of NIH, establish a nonprofit corporation to be known as the
Foundation for the National Institutes of Health (hereafter in this
section referred to as the “Foundation”). The Foundation shall not
be an agency or instrumentality of the United States Government.
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(b) PURPOSE OF FOUNDATION.—The purpose of the Foundation
shall be to support the National Institutes of Health in its mission
(including collection of funds for pediatric pharmacologic research),
and to advance collaboration with biomedical researchers from uni-
versities, industry, and nonprofit organizations.

(c) CERTAIN ACTIVITIES OF FOUNDATION.—

(1) IN GENERAL.—In carrying out subsection (b), the Foun-
dation may solicit and accept gifts, grants, and other dona-
tions, establish accounts, and invest and expend funds in sup-
port of the following activities with respect to the purpose de-
scribed in such subsection:

(A) A program to provide and administer endowed po-
sitions that are associated with the research program of
the National Institutes of Health. Such endowments may
be expended for the compensation of individuals holding
the positions, for staff, equipment, quarters, travel, and
other expenditures that are appropriate in supporting the
endowed positions.

(B) A program to provide and administer fellowships
and grants to research personnel in order to work and
study in association with the National Institutes of Health.
Such fellowships and grants may include stipends, travel,
health insurance benefits and other appropriate expenses.
The recipients of fellowships shall be selected by the do-
nors and the Foundation upon the recommendation of the
National Institutes of Health employees in the laboratory
where the fellow would serve, and shall be subject to the
agreement of the Director of the National Institutes of
Health and the Executive Director of the Foundation.

(C) A program to collect funds for pediatric pharmaco-
logic research and studies.

(D) Supplementary programs to provide for—

(1) scientists of other countries to serve in research
capacities in the United States in association with the
National Institutes of Health or elsewhere, or opportu-
nities for employees of the National Institutes of
Health or other public health officials in the United
Etaﬁes to serve in such capacities in other countries, or

oth;

(i1) the conduct and support of studies, projects,
and research, which may include stipends, travel and
other support for personnel in collaboration with na-
tional and international non-profit and for-profit orga-
nizations;

(iii) the conduct and support of forums, meetings,
conferences, courses, and training workshops that may
include undergraduate, graduate, post-graduate, and
post-doctoral accredited courses and the maintenance
of accreditation of such courses by the Foundation at
the State and national level for college or continuing
education credits or for degrees;

(iv) programs to support and encourage teachers
and students of science at all levels of education and
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programs for the general public which promote the un-

derstanding of science;

(v) programs for writing, editing, printing, pub-
lishing, and vending of books and other materials; and

(vi) the conduct of other activities to carry out and
support the purpose described in subsection (b).

(E) The Cures Acceleration Network described in sec-
tion 480.

(2) FEES.—The Foundation may assess fees for the provi-
sion of professional, administrative and management services
by the Foundation in amounts determined reasonable and ap-
propriate by the Executive Director.

(3) AUTHORITY OF FOUNDATION.—The Foundation shall be
the sole entity responsible for carrying out the activities de-
scribed in this subsection.

(d) BOARD OF DIRECTORS.—

(1) COMPOSITION.—

(A) The Foundation shall have a Board of Directors
(hereafter referred to in this section as the “Board”), which
shall be composed of ex officio and appointed members in
accordance with this subsection. All appointed members of
the Board shall be voting members.

(B) The ex officio members of the Board shall be—

(i) the Chairman and ranking minority member of
the Subcommittee on Health and the Environment
(Committee on Energy and Commerce) or their des-
ignees, in the case of the House of Representatives;

(ii) the Chairman and ranking minority member
of the Committee on Labor and Human Resources or
their designees, in the case of the Senate;

(iii) the Director of the National Institutes of
Health; and

(iv) the Commissioner of Food and Drugs.

(C) The ex officio members of the Board under sub-
paragraph (B) shall appoint to the Board individuals from
among a list of candidates to be provided by the National
Alca(tidemy of Science. Such appointed members shall in-
clude—

(i) representatives of the general biomedical field;

(i1) representatives of experts in pediatric medi-
cine and research;

(iii) representatives of the general biobehavioral
field, which may include experts in biomedical ethics;
and

(iv) representatives of the general public, which
may include representatives of affected industries.
(D)) Not later than 30 days after the date of the en-

actment of the National Institutes of Health Revitalization

Act of 1993, the Director of the National Institutes of

Health shall convene a meeting of the ex officio members

of the Board to—

(I) incorporate the Foundation and establish the
general policies of the Foundation for carrying out the
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purposes of subsection (b), including the establishment

of the bylaws of the Foundation; and

(II) appoint the members of the Board in accord-
ance with subparagraph (C).

(i1) Upon the appointment of the appointed mem-
bers of the Board under clause (1)(II), the terms of
service as members of the Board of the ex officio mem-
bers of the Board described in clauses (i) and (ii) of
subparagraph (B) shall terminate. The ex officio mem-
bers of the Board described in clauses (iii) and (iv) of
subparagraph (B) shall continue to serve as ex officio
members of the Board.

(E) The agreement of not less than three-fifths of the
members of the ex officio members of the Board shall be
required for the appointment of each member to the initial
Board.

(F) No employee of the National Institutes of Health
shall be appointed as a member of the Board.

(G) The Board may, through amendments to the by-
laws of the Foundation, provide that the number of ap-
pointed members of the Board shall be greater than the
number specified in subparagraph (C).

(2) CHAIR.—

(A) The ex officio members of the Board under para-
graph (1)(B) shall designate an individual to serve as the
initial Chair of the Board.

(B) Upon the termination of the term of service of the
initial Chair of the Board, the appointed members of the
Board shall elect a member of the Board to serve as the
Chair of the Board.

(3) TERMS AND VACANCIES.—

(A) The term of office of each member of the Board ap-
pointed under paragraph (1)(C) shall be 5 years, except
that the terms of offices for the initial appointed members
of the Board shall expire as determined by the ex officio
members and the Chair.

(B) Any vacancy in the membership of the appointed
members of the Board shall be filled in accordance with
the bylaws of the Foundation established in accordance
with paragraph (6), and shall not affect the power of the
remaining appointed members to execute the duties of the
Board.

(C) If a member of the Board does not serve the full
term applicable under subparagraph (A), the individual
appointed to fill the resulting vacancy shall be appointed
for the remainder of the term of the predecessor of the in-
dividual.

(D) A member of the Board may continue to serve
after the expiration of the term of the member until a suc-
cessor is appointed.

(4) COMPENSATION.—Members of the Board may not re-
ceive compensation for service on the Board. Such members
may be reimbursed for travel, subsistence, and other necessary
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expenses incurred in carrying out the duties of the Board, as

set forth in the bylaws issued by the Board.

(5) MEETINGS AND QUORUM.—A majority of the appointed
members of the Board shall constitute a quorum for purposes
of conducting the business of the Board.

(6) CERTAIN BYLAWS.—

(A) In establishing bylaws under this subsection, the

Board shall ensure that the following are provided for:

(1) Policies for the selection of the officers, employ-
ees, agents, and contractors of the Foundation.

(i1) Policies, including ethical standards, for the
acceptance, solicitation, and disposition of donations
and grants to the Foundation and for the disposition
of the assets of the Foundation. Policies with respect
to ethical standards shall ensure that officers, employ-
ees and agents of the Foundation (including members
of the Board) avoid encumbrances that would result in
a conflict of interest, including a financial conflict of
interest or a divided allegiance. Such policies shall in-
clude requirements for the provision of information
concerning any ownership or controlling interest in en-
tities related to the activities of the Foundation by
such officers, employees and agents and their spouses
and relatives.

(iii) Policies for the conduct of the general oper-
ations of the Foundation.

(iv) Policies for writing, editing, printing, pub-
lishing, and vending of books and other materials.

(B) In establishing bylaws under this subsection, the

Board shall ensure that such bylaws (and activities carried

out under the bylaws) do not—

(i) reflect unfavorably upon the ability of the
Foundation or the National Institutes of Health to
carry out its responsibilities or official duties in a fair
and objective manner; or

(il) compromise, or appear to compromise, the in-
tegrity of any governmental agency or program, or any
officer or employee involved in such program.

(e) INCORPORATION.—The initial members of the Board shall
serve as incorporators and shall take whatever actions necessary to
incorporate the Foundation.

(f) NONPROFIT STATUS.—The Foundation shall be considered to
be a corporation under section 501(c) of the Internal Revenue Code
of 1986, and shall be subject to the provisions of such section.

(g) EXECUTIVE DIRECTOR.—

(1) IN GENERAL.—The Foundation shall have an Executive
Director who shall be appointed by the Board and shall serve
at the pleasure of the Board. The Executive Director shall be
responsible for the day-to-day operations of the Foundation
and shall have such specific duties and responsibilities as the
Board shall prescribe.

(2) COMPENSATION.—The rate of compensation of the Exec-
utive Director shall be fixed by the Board.

As Amended Through P.L. 117-104, Enacted March 18, 2022



G:\COMP\PHSA\PUBLIC HEALTH SERVICE ACT-TITLE IVNATIONAL R... XML

225 PUBLIC HEALTH SERVICE ACT Sec. 499

(h) POWERS.—In carrying out subsection (b), the Foundation
may—

(1) operate under the direction of its Board;

(2) adopt, alter, and use a corporate seal, which shall be
judicially noticed;

(3) provide for 1 or more officers, employees, and agents,
as may be necessary, define their duties, and require surety
bonds or make other provisions against losses occasioned by
acts of such persons;

(4) hire, promote, compensate, and discharge officers and
employees of the Foundation, and define the duties of the offi-
cers and employees;

(5) with the consent of any executive department or inde-
pendent agency, use the information, services, staff, and facili-
ties of such in carrying out this section;

(6) sue and be sued in its corporate name, and complain
and defend in courts of competent jurisdiction;

(7) modify or consent to the modification of any contract or
agreement to which it is a party or in which it has an interest
under this part;

(8) establish a process for the selection of candidates for
positions under subsection (c);

(9) enter into contracts with public and private organiza-
tions for the writing, editing, printing, and publishing of books
and other material,

(10) take such action as may be necessary to obtain pat-
ents and licenses for devices and procedures developed by the
Foundation and its employees;

(11) solicit, accept, hold, administer, invest, and spend any
gift, devise, or bequest of real or personal property made to the
Foundation;

(12) enter into such other contracts, leases, cooperative
agreements, and other transactions as the Executive Director
considers appropriate to conduct the activities of the Founda-
tion;

(13) appoint other groups of advisors as may be deter-
mined necessary from time to time to carry out the functions
of the Foundation;

(14) enter into such other contracts, leases, cooperative
agreements, and other transactions as the Executive Director
considers appropriate to conduct the activities of the Founda-
tion; and

(15) exercise other powers as set forth in this section, and
such other incidental powers as are necessary to carry out its
powers, duties, and functions in accordance with this part.

(i) ADMINISTRATIVE CONTROL.—No participant in the program
established under this part shall exercise any administrative con-
trol over any Federal employee.

(j) GENERAL PROVISIONS.—

(1) FOUNDATION INTEGRITY.—The members of the Board
shall be accountable for the integrity of the operations of the
Foundation and shall ensure such integrity through the devel-
opment and enforcement of criteria and procedures relating to
standards of conduct, financial disclosure statements, conflict
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of interest rules, recusal and waiver rules, audits and other
matter determined appropriate by the Board.

(2) FINANCIAL CONFLICTS OF INTEREST.—Any individual
who is an officer, employee, or member of the Board of the
Foundation may not (in accordance with policies and require-
ments developed under subsection (d)(6))°5 personally or sub-
stantially participate in the consideration or determination by
the Foundation of any matter that would directly or predict-
ably affect any financial interest of the individual or a relative
(as such term is defined in section 109(16) of the Ethics in Gov-
ernment Act of 1978) of the individual, of any business organi-
zation or other entity, or of which the individual is an officer
or employee, or is negotiating for employment, or in which the
individual has any other financial interest.

N 11(3) AUDITS; AVAILABILITY OF RECORDS.—The Foundation
shall—

(A) provide for annual audits of the financial condition
of the Foundation; and

(B) make such audits, and all other records, docu-
ments, and other papers of the Foundation, available to
the Secretary and the Comptroller General of the United
States for examination or audit.

(4) REPORTS.—

(A) Not later than 5 months following the end of each
fiscal year, the Foundation shall publish a report describ-
ing the activities of the Foundation during the preceding
fiscal year. Each such report shall include for the fiscal
year involved a comprehensive statement of the oper-
ations, activities, financial condition, and accomplishments
of the Foundation, including an accounting of the use of
amounts transferred under subsection (1).

(B) With respect to the financial condition of the Foun-
dation, each report under subparagraph (A) shall include
the source, and a description of, all gifts or grants to the
Foundation of real or personal property, and the source
and amount of all gifts or grants to the Foundation of
money. Each such report shall include a specification of
any restrictions on the purposes for which gifts or grants
to the Foundation may be used.

(C) The Foundation shall make copies of each report
submitted under subparagraph (A) available—

(i) for public inspection, and shall upon request

provide a copy of the report to any individual for a

charge that shall not exceed the cost of providing the

copy; and
(ii) to the appropriate committees of Congress.

(D) The Board shall annually hold a public meeting to
summarize the activities of the Foundation and distribute
written reports concerning such activities and the scientific
results derived from such activities.

55 Section 13(7) of Public Law 107-109 (115 Stat. 1419) provided that paragraphs (1) and (2)
of section 499(j) are amended “by striking ‘(including those developed under subsection
(d)(2)B)E)II)) each place it appears”. The term to be struck appeared in paragraph (1), but not
in paragraph (2).
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(5) SERVICE OF FEDERAL EMPLOYEES.—Federal employees
may serve on committees advisory to the Foundation and oth-
erwise cooperate with and assist the Foundation in carrying
out its function, so long as the employees do not direct or con-
trol Foundation activities.

(6) RELATIONSHIP WITH EXISTING ENTITIES.—The Founda-
tion may, pursuant to appropriate agreements, merge with, ac-
quire, or use the resources of existing nonprofit private cor-
porations with missions similar to the purposes of the Founda-
tion, such as the Foundation for Advanced Education in the
Sciences.

(7) INTELLECTUAL PROPERTY RIGHTS.—The Board shall
adopt written standards with respect to the ownership of any
intellectual property rights derived from the collaborative ef-
gorts of the Foundation prior to the commencement of such ef-
orts.

(8) NATIONAL INSTITUTES OF HEALTH AMENDMENTS OF
1990.—The activities conducted in support of the National Insti-
tutes of Health Amendments of 1990 (Public Law 101-613),
and the amendments made by such Act, shall not be nullified
by the enactment of this section.

(9) LIMITATION OF ACTIVITIES.—

(A) IN GENERAL.—The Foundation shall exist solely as
an entity to work in collaboration with the research pro-
grams of the National Institutes of Health. The Founda-
tion may not undertake activities (such as the operation of
independent laboratories or competing for Federal research
funds) that are independent of those of the National Insti-
tutes of Health research programs.

(B) GIFTS, GRANTS, AND OTHER DONATIONS.—

(i) IN GENERAL.—Gifts, grants, and other dona-
tions to the Foundation may be designated for pedi-
atric research and studies on drugs, and funds so des-
ignated shall be used solely for grants for research and
studies under subsection (¢)(1)(C).

(i) OTHER GIFTS.—Other gifts, grants, or dona-
tions received by the Foundation and not described in
clause (i) may also be used to support such pediatric
research and studies.

(iii) REPORT.—The recipient of a grant for research
and studies shall agree to provide the Director of the
National Institutes of Health and the Commissioner of
Food and Drugs, at the conclusion of the research and
studies—

(I) a report describing the results of the re-
search and studies; and

(IT) all data generated in connection with the
research and studies.

(iv) ACTION BY THE COMMISSIONER OF FOOD AND
DRUGS.—The Commissioner of Food and Drugs shall
take appropriate action in response to a report re-
ceived under clause (iii) in accordance with para-
graphs (7) through (12) of section 409I(c), including
negotiating with the holders of approved applications
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for the drugs studied for any labeling changes that the
Commissioner determines to be appropriate and re-
quests the holders to make.

(C) ApPLICABILITY.—Subparagraph (A) does not apply

to the program described in subsection (c)(1)(C).

(10) TRANSFER OF FUNDS.—The Foundation may transfer
funds to the National Institutes of Health and the National In-
stitutes of Health may accept transfers of funds from the Foun-
dation. Any funds transferred under this paragraph shall be
subject to all Federal limitations relating to federally-funded
research.

(k) DUTIES OF THE DIRECTOR.—

(1) APPLICABILITY OF CERTAIN STANDARDS TO NON-FEDERAL
EMPLOYEES.—In the case of any individual who is not an em-
ployee of the Federal Government and who serves in associa-
tion with the National Institutes of Health, with respect to fi-
nancial assistance received from the Foundation, the Founda-
tion may not provide the assistance of, or otherwise permit the
work at the National Institutes of Health to begin until a
memorandum of understanding between the individual and the
Director of the National Institutes of Health, or the designee
of such Director, has been executed specifying that the indi-
vidual shall be subject to such ethical and procedural stand-
ards of conduct relating to duties performed at the National In-
stitutes of Health, as the Director of the National Institutes of
Health determines is appropriate.

(2) SUPPORT SERVICES.—The Director of the National Insti-
tutes of Health may provide facilities, utilities and support
services to the Foundation if it is determined by the Director
to be advantageous to the research programs of the National
Institutes of Health.

(1) FuNDING.—From amounts appropriated to the National In-
stitutes of Health, for each fiscal year, the Director of NIH shall
transfer not less than $500,000 and not more than $1,250,000 to
the Foundation.
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